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EPA Reg. Number:

LEPA Receipt Date: ,2_ }2,/4/
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" 9vi-wo

-No--

N/A

Has the PRIA Fee been Paid; is a copy of the check or

Pay.gov receipt included in the Submission Package?

v

Is an Application Form (EPA Form 8570-1) Included in the
Submission Package, is it completely filled out and signed
including package {ype?

L/

[s a Confidential Statement of Formula (EPA Form 8570-
29} Included in the Submission Package, 1s it completely
filled out and signed (boxes [-21)?

v

Is a Formulator’s Exemption Statement (EPA Form 8570-
27y Included in the Submission Package?

Is u Certification with Respect to Citation of Data (EPA
Form 8570-34) Included in the Submission Package?

{5 a Data Matrix (EPA Form 8570-35) included in the
Submission Package?

Is a Label Included in the Submission Package?

Are Data Included in the Submission Package?

NASRNAN

Is the Submission an Amendment?




Material Sent for Data Extraction
Reg # 4586~ U

Description: News Qroduer
[} Material(s) Sent to Data Extraction Contractors:

4 New Stamped Label Dated ti’«lm]n

[1  Notification Dated

[ New CSE(s) Dated __Jili3]n

] QOther:

X] Decision #: DUY4S e S

] Other Action/Comments:

Attach this coversheet to the top of the material or jacket. It
must be well organized and clipped together, NOT STAPLED.,
Then give the material with this coversheet to staff in the
Information Services Center (Room $-4900).

Reviewer: -’i’,l.&% Laste
Phone: 703307 4lis Division: A>
Date: 12121) i

Created February 3, 2011
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U.S. ENVIRONMENTAL PROTECTION

1200 Pennsylvania Avenue NW

AGENCY
Office of Pesticide Programs
Antimicrobials Division (7510P)

Washington, D.C. 20460

NOTICE OF PESTICIDE :

EPA Reg.
!\rumber

9386 493

ST P A i -

Date of Issuancé:

DEC 2 1 2011

u

T

JERE TR

T A T

Term of Issuance:

Conditional

Name of Pesticide Product:

Kemira Chemicals, Inc.
[950 Vaughn Road
Kennesaw, GA 30144

X Registration FENNOSURF 586
Reregistration
{under FIFRA, as amended}
Name and Address of Registrant (include ZIP Code}:

a. Revise the “EI?A Registration Symbol to read, “EPA Reg. No. 9386-49”

¢

-+

On the basis of information furnished by the registrant, the above named pesticide is hereby registered/ireregistered under ihe Federal
Insecticide, Fungicide and Rodenticide Act,

Registration is In no way to be construed as an endorsement orf recommendation of this product by the Agency. In order to protect
health and the environment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pesticide in

accordance with the Act. The acceptance of any name in connection with the registration of 2 product under this Acl is not to be
construed as giving the registrant a right to exclusive use of the name o to its use if it has been covered by others,

This product (OPP Decision No. D445675) is conditionally registered in accordance with
FIFRA sec 3(c)(7)(A) provided that you:

1. Make the labeling changes listed below before you release the product for shipment:

VBRI St mp

Signhtyre~of Approwring official: Date} i
# ¥
i ¢
DEC 21 2011
¥ .

Velma Noble - é ! !
Product Manager Team-31 £
3
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EPA Fom TSR0 TR G Printed o Recycled Paper OFFICIAL FILE COPY
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Pace 2 UNIT=D STATES ENVIRONMENTAL PRO?ECT;}”"@ AGENCY

EPA Reg. No. 9386-49

b. Revise the Precautionary Statements to include the following:
“...Wash thoroughly with soap and water after handling and before eating, drinking,
chewing gum, using tobacco or using the toilet.”

¢. As per PR Notice 2001-1, revise your First Aid statements such that to be
ordered from most toxic to least toxic route of exposure. Revise the order to read “If
Swallowed” followed by “If On Skin” followed by “If In Eyes™ and “If Inhaled.”

d. Revise the Environmental Hazards Statement to begin as follows: “This
pesticide is toxic to fish and aquatic organisms. Do not discharge...” .

d. Revise the “Directions for Use™ to begin as follows: “This product must be
applied in conjunction 1} an EPA registered sodium hypochlorite product (/2.5% a. i.) and 2)
a closed delivery system at a pH of >12 to form monochloramme a slower acting less aggresswe
oxidizing microbiocide. The products are added to dilution..

e. In each subsequent instance, indicate that the sodium hypochlorite is an EPA
registered product. Also revise to state “...fed into the treatment water systems through a closed
chemical feed skid af @ pH of >12 only by trained...”

f. Revise the Directions for Use to be in agreement with PR Notice 2000-5 which
requires mandatory language as follows: “...This product is added to the system
continuously...” and “...Badly fouled systems must be cleaned before initial treatment.” (two
instances). K

g. Add the following Physical and Chemical Hazards section to your label:
“Physical and Chemical Hazards: Direct mixing of this product with sodium hypochlorite
solutions and other strong oxidizing and alkali chemicals will release hazardous gases. Only
mix with other chemicals or materials solutions followmg the Directions for Use of this
product.”

2. Submit a one year product specific storage stability and corrosion characteristics
studies. Take pH measurements in the same time sequence as the analysis of content and submit
this information for review. These studies must be performed in compliance with EPA GLP
guidance as per 40 CFR 160. Submit this information by April 1, 2013.

3. Submit three (3) copies of your final printed labeling before distributing or selling the
product bearing the revised labeling.

COMCURREHCES
S5YMBOL '
surtamne M ' '
GATE B ' '
EPA Form 1320-1A (1/30) Printed o Recycled Paper QFFICIAL FILE COPY
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ONJT=D STATES ENVIRONMENTAL PROTECT "N AGENCY

Page 3
EPA Reg. No. 9386-49

Submit and/or cite all data required for registration/reregistration of your product under
FIFRA sec. 3(c)(5) when the Agency requires all registrants of similar products to submit such
data; and submit acceptable responses required for re-registration of your product under FIFRA
section 4. If these conditions including the labeling changes which follow are not complied with,
this Registration will be subject to cancellation in accordance with FIFRA section 6 (e).

Your release for shipment of this product constitutes acceptance of these conditions. A
stamped copy of the label is enclosed for your records. Should you have any questions regarding
this letter, please contact Tracy Lantz at lantz.tracvi@epa.gov or (703) 308-6415.

Sincerely,

W

Velma Noble
Product Manager (31)
Regulatory Management Branch
Antimicrobials Division (7510P)

Enclosure: Stamped Label , DER DP 394455
7510P:T. Lantz:12/21/11:9386-49 ammonia reg notice

GCOHCURRBHCES.
SYMBOL -
SURNAME £ . ’ (2T a0 s
35?6 CEERdenagyreanane e s agoBD GG a DG g od s
EPA Form 1320-1A (1/80) Printed on Recycled Paper BFFICIAL FILE COPY
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Me-Too New Product Registration
- (PRIA-ASHT)
i Danleiis,
; : ; Fennosurf 536 (EPA REG. #.9366-U0)
bl 3 o, 7l .y
1LEA ﬁ¢g.N{a.. ?386 Jo REVISED Product Label 20DEC201 |

i

FENNOSURF 586

Microbiocide for controlling algal, basterial and fungal deposits in influent water systems and ail process water
systerns used for the manufacture of paper and paperboard products.

Ammonia (otAD): e s e s . 7.59%
Inert ingredicnts: 92.41%
Total: ... 180%
EPA REG. NO. 9386-XX EPA EST. NG. 9386-GA-1
KEEP OUT OF REACH OF CHILDREN
CAUTION
FIRST AID
Ifineyes Hold eye open and rinse siowly and gently with waler for 15 10 20 minuies.

Remove contact lenses, if present, after the first 5 minufes, then conlinue ringing eye.
Calt a poison control cenler o doctor for further treatment advice.

Ifonskinor | Take off contaminated ¢lothing.
clothing Rinse skin immediaiety with plenty of water for 1510 20 minutes.
Call a poison cantrol center or doctor immediately for treatmen advice.

If swatlowed | Cail potson control cenler or doctor immediately for treatment advice

Have person sip a glass of waler, if able to swallow.

Dondl induce vomiting unless told to do so by the poison control center or doctor,
Lo nol give anvthing by raouth to an unceonscious person.

If inhaled Move person 1o fresh air.
If person is not breathing, catt 911 or an ambulance, then give artificial respiration, preferably by mouth Lo mouth is

possible,

#OT LINE

Have the product container or tabe] with you when calling a Poison Controf Cenler or doctor or going for treatmenl. You
may alse contacl CHEMTREC al 1-800-424-9300.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMAN AND DOMESTIC ANIMALS

CAUTION: Harmful if swallowed. Avoid breathing vapor. Avoid contact with skin, eyes, or clothing, Wash
thoroughly with soap and water after handling and before eating, drinking, chewing gum or using tobacco.

ENVIRONMENTAL HAZARDS: Do not discharge effluent containing this product inte lakes, streams, ponds,
estuaries, oceans, or other waters unless in accordance with the requirements of 2 National Pollutant Discharge
Elimination System (NFDES) permit and the permitting authority has been notified in writing prior to discharge,
De not discharge effluent containing this produet to sewer systems without previously notifying the local sewage
freatment plant autbority. For guidance contact you State Water Board or Regional Office of the EPA.

DIRECTIONS FOR USE
It is a violation of Federal law to use this prodact in a manner inconsistent with its labeling.

Pulp and Paper Mills: Fennosurf 386 can be used as a microbiocide in the manufacture of paper and paperboard that
contacts food.

This product is applied in conjunction with sodium hypochlorite (12.5% a.i} to form monochloramine, a slower
acting less aggressive oxidizing microbiocide. The products are added to dilntion water to achieve a minimum
molar ratic of 1.5:1.0 product to 1.0 of ammonia fo oxidant, and this ratio is obtained by combining 0.6 fluid ounces



of Fennosurf 586 to 1 fluid ounce of sodium hypochlorite {12.5 ai). To ensure both handling safety and
effectiveness, the monochloramine solution must be gencrated and fed into the treatment water systems through a
proper cbemical feed skid only by 2 trained Kemira representative. Use of this product for any other purposes or
conirary to the use directions specified below is prehibited.

Dosage Rates: When noticeably fouled, apply sufficient produet and sodiure hypochlorite to achieve a total chiorine
resideal of at least 1 ppm in excess of the system oxidant demand. Once contrel is achieved, treatment rates can be
reduced to sub-demand rates from 50% to 80% of system demand  The product may be added to the system
continuously or intermittently as needed to any area of the system where uniform mixing can be obtained.

For intermittent treatment mix 0.6 fluid ounces of Fennosurf 586 to 1 fluid ounce of sodium hypochlorite (12.5%
ai). Apply solution at a rate to obtain | to 2 ppm in excess of the system oxidant demand (maximum of 5 ppm
measured) as total chlorine in the process water or stock being treated for 5 to 60 minutes every 1 to 6 hows. The
frequency of feeding and the duration of treatment will depend on the severity of the problem. Badly fouled systems
should be cleaned before initial freatment.

For continuous treatment mix 0.6 fluid ounces of Fennosurf 586 to 1 fiuid cunce of sodium hypochlorite (12.5%
al). Apply solution at 2 rate to obtain at least | ppm in excess of system oxidant demand (maximum of 5 ppm)
measured as total chlorine in the process water or stock being treated on a continuous basis. The frequency of
feeding and the duration of treatment will depend on the severity of the problem. Badly fouled systems should be
cleanéd before injtial treatment.

If chloramine is detected in the effluent, it can be neutralized by addition of sedium meta bisulfite until the
chloramine is no longer detected.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage or disposal.
PESTICIDE STORAGE: Keep container tightly closed. Store in 2 dry place. Leaking or damaged containers should
be placed in overpack containers for disposal. Spills should be absorbed in sawdust or sand and disposed of in 2
sanitary landfill. Keep container closed when not in use.
PESTICIDE DISPOSAL: Improper disposal of excess pesticide, spray mixture, or rinsate is a violation of Federal law.
If these wastes camnot be disposed of by use according to label instructions, contact your Staic Pesticide or
Environmental Control Agency, or Hazardous Waste representative at the nearest EPA Regional office for guidance.
Clean equipment and/or dispose of equipment wash water in 2 manner to avoid contamination of water resources.
CONTAINER DISPOSAL: Nonrefitlable container. Do not reuse or refill this container.
Offer for reconditioning, if appropriate. Open dumping is prohibited.
Triple rinse container {or equivalent) promptly after emptying.
Triple rinse as follows: Empty the remaining coatents into application equipment or a mix tawk. Fill the container %
fall witk water. Replace and tighten closures. Tip container on its side and roll it back and forth, ensuring at least one
complete revolution, for 30 seconds. Stand the container on its end and tip it back and forth several times. Turn the
container over onto its other end and tip itback and forth several times. Empty the rinsate mto application equipment or
a mix tank or store rinsate for later use or disposal. Repeat this procedure two more times. Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary landfill, or incineration, or, if allowed by state and local
authorities, by burning. if burned, stay out of smoke.

Density: Label Date:
Lot# Net Wt: XX XXX Ibs.

Manufactured By

ir

KEMIRA CHEMICALS, INC.
1060 PARKWOOD CIRCLE
ATLANTA, GA 30339
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Date: O /a9 /i
To: PN 3 , Regulatory Manager
H%65 104
From: Information Services Branch, ITRMD s is e
ba-t—ﬁ-f\Md%ir'ii
& 4?%‘;-5,{
proacic—

Your receipt of this data submission is not an N
indication that MRIDs for the enclosed studies have i soree
Pepode v ivth
been posted to OPPIN.

R
MUP fWNJ"‘;\";:i\
We expect that it will be approximately § ﬁayg Wt Corifiades
from the above date before the study-level data is %m;‘fdr
available in OPPIN. e elles
If you have any questions about this process, r Aﬁi y
please contact Teresa Downs (305-5363). c?;;;w
M”\SM
pmw ,@%C_
This is a: &/fully accepted submission “’“’“;f“;;fnf»

[ partially accepted submission
[J rejected submission

1SSues a2 ef 1o }lofu (D@nn‘:._('rms\

Newo ddo 1s m,ha 5?'€}mm mu‘ﬁ?"n o el wer fmufiaa‘:
Mé&'i deds on Soure ﬁ

DO Conlerirce, coll ~ rotd Aty
— M rEnege Al AT

St s Adike ko réviee after con  call

*Product ingredient source information may be entitled to confidential treatment*
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Me-Toa New Produet Eegistration
(PREA-AS3])

Feanosut!f 86 (EPA REG. # 2368-110%
Product Label 02117201

FENNOSURF 586

Microbiocide for controlling algal, bacterial and fungal deposits in influent water System_;i and all proces
systems used for the mamfacture of paper and paperboard products.

St INETEAIEIES oo ceririirin cceererin o nen s st e b een e e e sem b msasmnannen
otal:

EPA REG. NO. 9386-UC EPA EST. NO. 938G-GA-1

KEEP OUT OF REACH OF CHILDREN
CAUTION

FIRST AED

Ifin eyes Held eye open and rinse slowly aod gently with waler for 15 10 20 minutes. yd
Remove contacl lenses, if present, afier Ihe first § minutes, then comtinue rinsing cve. 4

Call a peison conlrol cenler or doclor for further Ircaimenl advice,

Ifon skinor | Take off comaminated clothing.

clolhing Rinse skin immedialcly with plenty of waler for 15 10 20 minutes. v
) Call a peison conirol cenler or doctor immediately fortrealmenl advice.
If swallowed | Call polsoo control cenler or doclor mmymedialcly for treatment advice o

Flave person sip 2 glass of water, if able to swallow.

Do not induce vomiting uoless 10l ta do 50 by the poison control center or docter,

Do not give anything by mouth 10 an unconscious person.

Ifinhaled Move person to fresh air.

If person {s not breathing, cafl 911 or aa ambulance, then give anificial ms;imﬂon, preferably by mouth lo mouth is
possible,

HOT LINE
Have the product comainer or label with you when calling a Poison Conlrol Center of doctor or going for trealment. You
may 2133 contacl CHEMTREC it 1-800-424-9300,

LUoNewIojuI sAlelaqiep |eusaiul,

discharge. Do not dtscharac effluent containing this product to sewer systems without previously notiying the
local sewage treatment plant authority. For guidance contact you State Water Board or Regional Office of the
EPA.

DIRECTIONS FOR USE
} is a violation of Federal law to use this product in a manner inconsistent with jts labeling.

Pulp and Paper Mills: Fennosurf 586 can be used as a microbiocide in the manufacture of paper and paperboard
that contacts food.

ré vized
gleon

14



*Internal deliberative information*

Dosage Rates: When noticeably fouled, apply sufficient product and sodit
chlorine residual of at least 1 ppm in excess of the system oxidant dernand.
rates can be reduced to sub demand rates from 50% to 80% of system de

o b iyt lar e pandacd = o A o

ystem oxidant demand
ed for 5 to 60 minutes eve
d on the severity of the 1

ce of sodium hypochloritg
Hant demand {maximmum o
neasured as total chlorine in the process water or stock being treated on a continuous basis. The freq
eeding and the duration of treatment will depend on the severity of the problem. Badly fouled syste
e cleaned before initial freatment.

f chloramine is detected in the effluent, it can be neutralized by addition of sodium meta bisulfite
hloramine is no longer detected.

STORAGE AND DISPOSAL
Do ot contaminate water, foed, or feed by storage or disposal.
PESTICIDE STORAGE: Keep container tightly closed. Store in a dry place. Leaking or da
containers should be placed in overpack containers for disposal. Spills sheuld be abserbed in sawd
sand and disposed of I a sanitary landfill. Keep container closed when not in use.
PESTICIDE DISPOSAL: Improper disposal of excess pesticide, spray mixturesor rinsate is a violal
ederal law. 1f these wastes cannot be disposed of by use according to label instructions, contact yo
Pesticide or Environmental Control Agency, or Hazardous Waste representative at the nearest EPA R
officc for guidance. Clean equipment and!or dispose of equipment wash water in a2 manner to
contamination of water resources.
CONTAINER DISPOSAL: Nonpcﬁllablc containet. Do not reuse or refill this container. H
antaminate watet, food; or-feed-by.stomge.or.disposal. Open dumping is prohibited. Plastic: Triple rix
squivalent). Then offer-for recycling or reconditioning, or puncture and dispose of in n sanitary land
ncmeration, or, if, aﬁowed by state and local authorities, by burning. If bumed, stay ocut of smoke.
riple rinse (or equ}yalenl) Then offer for recycling or reconditioning or puncture and dispose o
sanitary landfill, or “by other procedures approved by state and local authorities.

Densn:y. Label Date:
Lot# Net Wt: XX, XXX Ibs.

Manufactured By

KEMIRA CHEMICALS, INC.
1950 Vaughn Read
KENNESAW, GA 30144

15
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C, 20460

QFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

Buckman Laboratories, Inc.

1256 North McLean Blvd. JUN i
Memphis, TN 38108-1241 USA 10 201
Attention: Jeffery M. Thome 4 me—tso
Director, Compliance
C ° Pf pindk
_’/
Subject: Busan 1215

EPA Reg. No.: 1448-433
Amendment Application Dated May 12, 2011

The amendment referred to above, submitted in connection with registration under the
Federal Insecticide, Fungicide, and Rodenticide Act, as amended, 1s acceptable. The Agency
approves the changes made to the label per the Agency letter dated Jaauary 7, 2011.

The label must be revised so the routes of exposure are listed in the same order in both
the First Aid and Hazards to Humans and Domestic Animals Sections, organized so that the
i routes of exposure of most concern (severe routes of exposure} as supported by the toxicity
( . category classification are listed first.

A stamped copy of the accepted labeling is enclosed. Submit three copies of your final
printed labeling to the Agency before distributing or selling the product bearing the revised
labeling.

If you have any questions concerning this letter, please contact Abigail Downs at
(703) 305-5259.

Sincerely,

Marshall Swindell

Product Manager (33)

Regulatory Management Branch |
Antimicrobials Division (7510P)

16



Totlt
Buckman

BUSAN 1215

BUSAN is a registered trademark.

ACTIVE INGREQIENT(S)

Ammoniz {total) 2 7.59%
INERT INGREQIENTS , o a2, 41%
TOTAL gt e, 19498 433 130.00%
w’fﬂ 6,,,;"“5(1.-&- as Hqg 452_
KEEP OUT OF REACH OF CHILDREN
EiRST AID
if in - Hold eye open and rinse stowly and gently with water for 15-20 minutes.
Eyes - Remove contact jenses, if present, after the first 5 minutes, then continue finsing eye.
( w - Call a poison control center or doctor for further treatment advice.,
i on - Take off contaminated clothing.
Skin, - Rinse skin immediately with plenty of water for 15-20 minutes.

Cilothes [ - Cail a poison control center or doctor for treatment advice,

If - Cali poison control center or doctor immediately for treatment advice.

Swallowed } - Have person sip a giass of water, if able to swailow.
- Do notinduce vomiting uniess told to do so by the poison control center or doctor.

- Do not give anything by mouth to an unconscious person.

I - Move person to fresh air,
- if person is not breathing, catl 811 or an ambuiance, then give artificial respiration, preferably by mouth-to-mouth if possible.

Inhaled
2 - Call a poisan controt center or doctor for further treatment advice.

' HOT LINE _NUMBER
Have the product container or label with you when calling a Poison Control Center or doctor or going for treatment.
You may also contact 801-767-2722 for emergency medical treatment information.

C. Precaut:onary Statements
HAZARDS TO HUMANS AND DOMESTIC ANIMALS.
CAUTION: Harmful if swallowed. Avoid breathing vapor. Avoid contact with skin, eyes, of clothing. Wash
thorcughly with soap and water after handling and before eating, drinking, chewing gum, using tobacco, or
using the toilet. Remove and wash contaminated clothing before reuse.

ENVIRONMENTAL HAZARDS: The pesticide is toxic to fish and aquatic organisms. Do not discharge
effluent containing this product into lakes, streams, ponds, estuaries, oceans or other waters uniess in
accordance with the requirements of a Nationai Pollutant Discharge Elimination System (NPDES) permit and
the permitting authority has been notified in writing prior to discharge. Do not discharge effluent containing
this product to sewer systems without previously notifying the local sewage treatment plant authority. For
guidance contact your State Water Board or Regional Office of the EPA.

17



BUSAN 1215

BUSAN is a registered trademark.

%.- Buckman

oy g H3F
Directions for Use f
it is a violation of Federal law to use this product in a manner inconsistent with its labeling. .

PULP AND PAPER MILLS: BUSAN 1215 is used as a microbiocide in the manufacture of paper and paperboard that contécts food.

This product is applied in conjunction with sodium hypochlorite to form monochloramine, a stower acting less aggrassive oxidizing
microbiocide. The products are added to dilution water to achieve a minimum molar ratio of 1.0 to 1.0, BUSAN 1215 to sodium hypochio-ite.
This ratio may be obtained by combining 0.5 fluid ounces of BUSAN 1215 to 1.0 fluid ounces of sodium hypochlorite (I9ss thén or equal'to
15.0% wiwl), To insure both handting safety and effectiveness, the monochloramine solution must be generated and fea intd he treatmerit.
water systems through a proper chemical feed skid only by a trained Buckman representative. Use of this product for any other purposes or
contrary 10 the use directions specified below is prohibited.

Dosage Rates: When noticeably fouled, apply sufficient product and sodium hypochlorite to achieve a total chlorine residital of.at least 1 ppm
in excess of the system oxidant demand. Once control is achieved, freatment rates can be reduced to sub-demand rates:Fom Su% to 80% of
system demand. The product may be added to the system continuously or intermittently as needed to any area of the system where uniform

mixing can be obtained,

( »r intermittent treatment, mix 0.5 fluid ounces of BUSAN 1215 to 1.0 fluid ounce of sodium hypochlorite (less than or equal to t5.0% wiiwi).

~pply the solution at a rate to obtain t to 2 ppm in excess of the system oxidant demand {maximum of 5 ppm measured) as total chiorine in

the water being treated for 5.to 60 minutes every 1 to 6 hours, The frequency of feeding and the duration ot treatment will depend on the
severity of the problem. Badly fouled systems must be cleaned before initiat treatment.

For confinuous treatment, mix 0.5 fluid ounces of BUSAN 1215 to 1.0 fluid ounce of sodium hypochilorite (less than or equal to 15.0% wifwt).
Apply the solution at a rate to obtain 0.5 to 1 ppm in excess of system oxidant demand (maximum of 5 ppm measured) as total chlorine in the
water being treated on a continuous basis. The frequency of feeding and the duration of treaiment will depend on the severity of the problem.
Badly fouled systems shoutd be cleaned before inilial treatment.

If chloramine is detected in the effluent, it can be neutratized by the addition of sadium metabisulfite unti! the chloramine s no longer detected.

INDUSTRIAL WATER SYSTEMS: BUSAN 1215 is used for the control of algal, bacterial and fungal deposits in industrial cooling towers,
recirculating cooling water systems, evaporative condensers, infiuent water systems, brewery and food pasteurizers, ndustrial fresh water
systems, airwashers, seawater desafination and reverse osmosis systems, paint spray booth sumps, non-fish containing decorative fountains
and ponds used tor cooling purposes, sewage and wastewater systems. This product is also used for the control of algae, bacteria, fungi and

mollusks in both seawater and freshwater influent systems.

When this product is used to treat sewage and wastewater systems, seawater, and freshwater influent systems for once-through industrial
.-water systems, and seawater desalination and reverse 0smosis systems, and the system water is not sent to a POTW; residual levels of
( Yoramine in the effluent must be monitored and neutralized using on-line monitoring and control equipment.

When this product is used to treat recirculating cooling water systems, evaporative condensers, influent water systems (not part of once-
through industrial water systems), brewery and food pasteurizers, airwashers, paint spray booth sumps, and non-fish containing decoratve
fountains and ponds used for coofing purposes; effiuent detection of chloramine shoutd be conducted at feast once per shift. If chloramine is
detected in the effluent, it can be neutralized by the addition of sodium metabisulfite until the chloramine is no longer detected.

This product is applied in conjunction with sodium hypochlorite to form monochioramine, a slower acting less aggressive oxidizing
microbiocide. The producis are added to dilution water to achieve a minimum molar ratio of 1.0 to 1.0, BUSAN 1215 to sedium hypochiarite.
This ratio may be obtained by combining 0.5 fluid ounces of BUSAN 1215 to 1.0 fiuid ounces of sodium hypochlorite (less than or equal to
15.0% wiiw), To insure both handling safely and effectiveness, the menochloramine solution must be generated and fed into the treatment
water process through a closed metered chemical feed system. The system operator must be trained by a Buckman representative in the use
of the chemical feed system. Use of this product for any other purposes or contrary to the use directions specified below is prohibited,

Dosage Rates: When noticeably fouled, apply sufficient product and sodium hypochiorite to achieve a total chlorine residual of atleast 1 ppm
in excess of the system oxidant demand. Once control is achieved, treatment rates can be reduced to sub-demand rates from 50% to 80% of
system demand. The product may be added to the system continuously or intermitiently as needed to any aréa of the system where uniform

mixing can be obtained.

For intermittent treatment, mix G.5 fluid ounces of BUSAN 1215 to 1.0 fluid ounce of sodium hypachlorite (less than or equal to 15.0% wifwt).
Apply the solution at a rate to obtain 1 to 2 ppm in excess of the system oxidant demand (maximum of 5§ ppm measured) as tota chlorine in
the water being treated for 5 to 60 minutes every t to 8 hours. The frequency of feeding and the duration of treatment will depend on the
severity of the problem, Badly fouled systems must be cleaned before initial treatment.

For continuous treatment, mix 0.5 fluid ounces of BUISAN 1215 to 1.0 fluid ounce of sodium hypochlorite (less than or equal to 15.0% wiwt).
Apply the solution at a rate to obtain 0.5 to t ppm in excess of the system oxidant demand (maximum of 5 ppm measured) as total chiorine in
the water being treated on a continuous basis. The frequency of feeding and the duration of treatment will depend on the severily of the
problem. Badly fouled systems must be cleaned before initial treatment.
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BUSAN 1215 - Buckman

BUSAN is a registered trademark.

A microbiocide for controlling algal, bacterial and fungal deposits in influent water systems, and all process water systems used for the
manufacture of paper and paperboard products and in industrial cooling towers, recirculating cooling water systems, evaporative condensers,
influent water systems, brewery and food pasteurizers, industrial fresh water systems, airwashers, seawater desalination und eVarse Osmosis
systems, paint spray booth sumps, non-fish containing decorative fountains.and ponds used for cooling purposes, sewage and wastewater
systems. This product is also used for the control of algae, bacteria, fungi and mollusks in both seawater and freshwater influent SYSler‘?s

Storage and Disposal

Do not contaminate water, food, o feed by storage or disposalt.

PESTICIDE STORAGE: Keep container tightly closed. Store in a dry place. Leaking or damaged drums should be ptaced in overpack drums for disposal. Spills showd e
absorbed in sawdust or sand and disposed of in a sanitary tandfif, Keep container closed when notin use.

PESTICIOE GISPOSAL: Improper disposal of excess pesticide, spray mixture, or rinsate is a violation of Federal law. if thess wastas cannc!t be disposed of by use
aceording to label instructions, contact your State Pesticide or Environmenta! Contro! Agency, or Hazardous Wasle representalive at the neares! EPA Regional office for
guidance. Clean equipment andfor dispose of equipment wash water in @ manner to aveid contamination of water resourcas. .

Nonrefillable

( 5gals orless
... SJONTAINER HANDLING: Nonrafiltable container. Do not reuse or refill this contziner, Offer for recycling, if avaitable. Triple rinse container for equivalent) promptly after

emplying. Triple nnse as follows: Emply the remaining contents into application equipment or a mix tank and drain for f0) seconds after the flow begins to drip. Fill the
container % full with waler and recap. Shake for 10 seconds. Pour finsate into application equipment or a mix tank or store rinsate for the later use or disposal. Drain for
10 seconds afier the flow begins to drp. Repeat this procadure two more times. Then offer for recycling if available or reconditioning, if appropriate, or punclure and
dispose of in a Sanitaty landfill, or, if atlowed by state and local suhorilies by buming. If bumed, stay out of smoke. If metat container, 0o nol punclure of burn,

Capacity of »5 gals

CONTAINER HANDLING: Nonrefilabte container, Do not reuse or refill this containar, Difer for recycling, if available, Triple rinse container tor equivalent) promptly after
emptying. Triple rinse as foltows: Empty the remaining contents into application equipment or a mix tank. Fitl the container % full with water. Replace and tighten
closures, Tip container on its side and rolt it back and forth, ensuring at least one complete revolution, for 30 seconds, Stand the contsiner on ils end and tip it back and
forth several imes. Emply the rinsate into application equipment ©f & mix tank or store rinsate for tater use of disposal. Repeat this procedure wo more Ymes. Then
offer for recycling i available or reconditioning, if appropniate, or punclure and dispose of in a sanitary landfill, or, if altowed by state and local authorties by buming. If
burned, stay out of smoke. f metat container, do not puncture or burn,

Refillable
Larger than 55 gafions

CONTAINER HANDLING: Refiltable contziner. Refi!l this container with pasticide only. Do not reuse this container for any other purpase, Cleaning the container before
final disposal is the responsibility of the person disposing of the container. Cleaning before refilling is the responsibility of tha refiller.

To clean the container prior to refilling or disposal, use a pressure wash as foltows: Empty the remaining contents inte application equipment or 3 mix tank. Use a
ressure wash System that rinses a!l Interor sides with water and that is rated at =40 psi and >120F, Pressure wash the container for a tenglh of time that ensures that a
.ninimum 25% of the container volume of water is used. During the pressure wash, ensure that the confainer valve is left open for continuous draining. Collect the
rinsate and smpty into application equipment or & mix tank or store rinsate for later use or disposal. Allow container to drain for 10 minutes after pressure wash is
compheted

55 gallons and smaller

CONTAINER HANDLING: Refillable container. Refill this container with pesticide only. Do not reuse this container for any other purpose. Cteaning the containes before
finat disposal is the responslbility of the person disposing of the container. Cleaning before refilling is the responsibility of the refiller.

To clean the container pror to refilling or disposal, use a triple rinse wash as follows: Empty the remaining contents from this container into appilcahon equipment of a
mix tank. Fill the container about 10 percent full with water. Agitate vigorously. Pour or pump rinsate into application equipment or @ mix tank or store dnsate for later
use or disposal. Repeat this rnsing procedure two more times.

e

| S T

Manufactured by  Byckman Laboratories, Inc.
' 1256 North McLean Bivd., Memphis, Tennessee 38108, USA
{801) 278-0330 or .1-800-282-5626

EPA Est. No. 1448-TN-1

EPA Reg,No. 1448-433 | Yy

. REE
Product Weight 9_59 lbslgal 1 .1 5kgﬂ Net contents are marked on the container. v
HMIS / NPCA Ratings ' Last Revision

Health 1 Flammability 1 Reactivity 0 3M10/2011
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[Fee for Service]  890858W-~

This package includes the following for Division
®New Registration ®AD
O
© Amendment BPPD
°RD
4Studies?  “Fee Waiver?
. Risk Mgr. | 31
Cvolpay % Reduction:
Receipt No. S-| 890858
EPA File Symbol/Reg. No. 9386-U0O
Pin-Punch Date: 2/22/2011

— This item is NOT subject to FFS action.

—Action Code:
Requested: | 453/

Granted: | A432
Amount Due: $ #, ¢3!

Inert Cleared for Intended Use

-
Reviewer l€cm |

Parent/Child Decisions: |

Uncleared Inert in Product

Date: /-2 8-

Remarks:

20
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Prirt Letter

Erder More informstion

Tracking
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*Commercial/financial information may be entitled to confidential treatment*

KEMIRA CHEMICALS, INC.
1850 Vaughn Road
Kennesaw, Georgia 30144

INVOICE NO. DESCRIPTION 'NggEE GROSS AMOUNT DISCOUNT NET AMOUNT
11911 1500502717 01192011 1,654.00 0.00 1,654.00
£ i‘.‘%‘jg.
i o o
304853 Fnvironmental Protection Agr_ncy 1,654.00 0.00 1,654.00

KEMIRA CHEMICALS, INC.

15 DOCUMENT IS PRINTED ON PAPER CONTAINING LY FIBERS A WATERMARK, HAS MICROPRINTING i THE SIGNATURE LINES AND BLE

ED THRU NUMBERS

'-_'CHEQK_}MDUNT".' o
- L — . . 1,654.00 |

- . TWO SIGNATURES REQUIRED IF CHECK EXCEEDS $50,000, VOID AFTER 80 DAYS

"ITﬂlnln i

[
. AUTHDRIZED SIGNATURE J

29

AUTHORIZED SIGNATURE

oL L ot



Page 1 of 2

RE: Kemira Chemicals Inc -

. Snyder Colleen

to:

Tracy Lantz

12/21/2011 09:00 AM

Hide Details

From: Snyder Colleen <Colleen.Snyder@kemira.com>

To: Tracy Lantz/DC/USEPA/US@EPA

2 Attachments

Hi Tracy,
it was nice speaking with you last night.

i have attached the corrected Data Matrix. Please let me know if | missed anything.

Merry Christmas!

Colleen M Snyder
Broduct Safety Expert, Biocides- North America, Globat Tissue Speciatties & Felt Cleaners
Tel +678 819 4566 | Mobile +412-780-7913| Colleen.Snyder@kemira.com

Kemira Chemicails, In¢c 1000 Parkwood Circle, Suite 500, Atlanta, GA 30338 USA
www.kemira.com | www.waterfootprintkemira.com

The content of this message is confidential and it may contain information protected by copyright.
If you have received this message in error, forwarding, copying, printing or other use of it is prohibited.
We request that you inform the sender of the error and then delete the message.

r

o]

he conneciio

£
En

Water i

file://C:\Documents and Settings\tlantz\Local Settings\Temp\notes8§7944B\~web4216.htm 12/22/301 1



- Page 2 of 2

From: Tracy Lantz [mailte:Lantz. Tracy@epamail .epa.gov]
Sent: Monday, December 19, 2011 7:02 PM

To: Snyder Colleen

Subject: RE: Kemira Chemicals Inc -

It appears that we will need some revisions to the data matrix.
I wiil be in touch with you tomorrow.

Tracy Lantz

file://C:\Documents and Settings\tlantz\Local Settings\Tempinotes87944B\~web4216.htm 12/22’3_01 1



RE: Kemira Chemtcals Inc -

Snyder Colleen

to:

" Tracy Lantz

12/20/2011 10:00 AM

Hide Details

From: Snyder Colleen <Colleen.Snyder@kemira.com>

To: Tracy Lantz/DC/USEPA/US@EPA

2 Attachments

e

image001.png FENNOSURF 586 REVISED APP-LABEL20DEC201 1.pdf

Hi Tracy,

Page 1 of 2

| have taken a stab at revising the label Disposal Statement. Please review. 1have aiso attached the Pesticide

Application with the packaging size revised.

Look forward to your call,

Colleen M Snyder
Product Safety Expert, Biocides~ North America, Global Tissue $peciaities & Felt Cleaners
Tel +678 819 4566 | Mobile +412-780-7913| Colleen.Snyder@kemira.com

Kemira Chemicals, Inc 1000 Parkwood Circle, Suite 500, Allanta, GA 30338 USA
www.kemira.com | www.waterfootprintkemira.com

The content of this message is confidential and it may contain information protected by copyright.
if you have received this message in error, forwarding, copying, printing or other use of it is prohibited.
We reguest that you inform the sender of the error and then delete the message.

1

Water iz the connection

file://C:\Documents and Settings\tlantz\L ocal Settings\Temp\notes87944B\~web3357.htm
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Page 2 of 2

Sent: Monday, December 19, 2011 7:02 PM
To: Snyder Colleen
Subject: RE: Kemira Chemicals Inc -

It appears that we will need some revisions to the data matrix.
I will be in touch with you tomorrow,

Tracy Lantz

file://C:\Documents and Settingsitlantz\Local Settings\Temp'notes87944B\~web3357 htm 12/2%(6%}11



Re: container containment for 275 galion tank truck
MNancy Fitz to: Tracy Lantz 12/20/2011 08:18 AM
Ce: Jeanne Kasai, Tony Kish

From; Nancy FitzZDC/USEPANUS

To: Tracy Lantz/DC/USEPA/US@ERA

Cec: Jeanne Kasai/DC/USEPA/US@EPRA, Tony Kish/DC/USEPA/US@EPA
Tracy,

I think you might need to go back to the registrant to get some clarification. Tank trucks generally hold
4,000- 5,000 galions. On the other hand, 275-gallon containers are generally portable composite
intermediate bulk containers, like in the attached photo. The label language will be different depending on
whether the product is marketed in tank trucks or the 275-gallon totes. Briefly:

1. If tank truck:

- Transport vehicles are exempt from the requirements for "container type" language in §156.140 and
"residue removal” language in §156.144 - §156.156. So the label does not need to have any of the new
container language in PRN 2007-4,

2. if 275-gallon tote:

- The registrant must identify it as a nonrefillable container or refillable container. Then the label must
have the relevant container language from PRN 2007-4.

Let us know if you need more information after you hear back from the registrant. | am only working today
and next Wednesday and Thursday, but Jeanne should be around most of the next two weeks,

Nancy Fitz

Office of Pesticide Programs

U.S. Environmental Protection Agency

{703) 305-7385 {phone)

(703} 308-2062 (fax}

fitz.nancy@epa.gov {e-mail)

Pesticide container & containment web site: http:/fwww.epa.gov/pesticides/regulating/containers.htm

minibulk 2.)pg

Tracy Lantz Tracy:La S 21201802011 11:09:08 PM
From; Tracy Lanz/DC/USEPA/US
To! Jeanne Kasai/DC/USEPAUS@EPA, Nancy Fitz/DC/USEPAUS@EPA
Cc: Tony Kish/DC/USEPA/US@EPA
Date: 12/19/2011 11:.09 PM
Subject: container containment for 275 gallon tank truck

! am reviewing the labe! for a product that is marketed only in 275 gallon tank trucks. | just took 2 quick
look at chp 13 and did not see anything specific to these large containers. Would you please point me to
the correction section of chp 13 or give am an example of the appropriate language? Thanks

Tracy Lantz
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RE: FENNOSURF 586 EPA Reg# 9386-U0

Snyder Coliean 1o Tracy Lantz 12/15/2011 03:29 PM
From: Snyder Colleen <Coligen. Snyder@kemira.com>
To: Tracy Lantz/DC/USEPA/US@EPA

¥ will be available Monday, Tuesday and Wednesday next week. Please call my
desk phone first {678-819-4566) then you can call my cell (412-780-7913).

----- Original Message-----

From: Lantz.Tracy@epamail.epa.gov [mailto:Lantz.Tracye@epamail.epa.gov)
Sent: Thursday, December 15, 2011 3:02 PM

To: Snyder Colleen

Subject: RE: FENNOSURF 586 EPA Reg# 2386-UOC

As long as I know you will bhe in the office those days, I am sure that I will

be able to reach you by phone or e-mail.
I don't have specific questions at this time, but want to know that I can

reach yvou next week if needed.

I will send an e-mail if I have a question or concern. I will be in the
office thru Wednesday.
{Embedded image moved to file: pic27382.jpg)

From: Snyder Colleen <«Colleen.Snyder@kemira.coms
To: Tracy Lantz/DC/USEPA/USGEPA

Date: 12/15/2011 02:57 PM

Subject: RE: FENNOSURF¥ 586 EPA Reg# 9386-U0
Hi Tracy,

Nice to hear from you.

¥ have very few meetings Monday through Thursday next week so I ask you to
propose a time that £its your schedule. I will rearrange wmy schedule if
necessary.

Colleen

----- Original Message-----

From: Lantz.Tracy@epamail.epa.gov [maillto:Lantz.Tracy@epamail.epa.gov]
Sent: Thursday, December 15, 2011 2:39% PM

To: Snyder Colleen
Subject: Re: FENNOSURF 586 EPA Reg# 9386-U0

¥ will send it later teday.

Please confirm that vou will be available next week and how I should reach
you.

I may have some questions or need some corrections to your forms in order to
finalize our decision and want to be sure that I know how to reach you.

29



Thanks
{(Embedded image moved to file: pic26869.17pg)

From: Snyder Colleen <Colleen.Snyder@kemira.coms
To: Tracy Lantz/DC/USEPA/US@EPA, Earl
Goad/DC/USEPA/US@EPA

Date: 12/15/2011 11:38 AM

Subject: FENNOSURF 586 EPA Reg# 9386-U0

¥i Tracy and Earl,

At Earl's reguest, on December 2nd I had sent an email to you with the
confirmatory GLP study for OPPTS 830.7000,7100 & 7300 attached., Xemira has
had some IT problems and I cannot f£find that email in my sent folder.

May I ask that one of you forward that emaill to me at your earliest
convenience?

Colleen M Snyder

Product Safety Expert, Biocides- North America, Global Tissue Specialties &
Felt Cleaners Tel +678 819 4566 |Mobile
+412~780~7913|Colleen.Snyder@kemira.com

Kemira Chemicals, Inc 1000 Parkwood Circle, Suite 500, Atlanta, GA 30339 Usa

www.kemira.com | www.waterfootprintkemira.com

The content of this message is confidential and it may contain information
protected by copyright.

If you have received this message in error, forwarding, copying, printing or

other use of it is prohibited.
We reguest that you inform the sender of the error and then delete the
message.
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Company:
Risk Manager:
Risk Manager Reviewer:

Sent Date:

Type of Regisiration:

Aclion Desc:

Ingredients:

Expediie:

DP ingredient:

.

{ Decision # 445675
DP #: (394455)
PRIA
Parent DP #:
Submission #: 890858
E-Sub #:

DATA PACKAGE BEAN SHEET

Date: 26-Sep-2011
Page 1 of 2

*** Registration Information ***

9386 - KEMIRA CHEMICALS, INC. .

RM 31 - Veima Noble - (703) 308-6233 Room# PY1 5-8855

Tracy Lantz TIANTZ

|

Caiculated Due Datg:

Ediled Due Date:

Product Registration - Section 3

Due Back:

) Yes @ No

005601, Ammonium sulfate

Date Sent: 26-Sep-2011

DP Title: o ~
CSF included: () Yes @ No Label included: () Yes € No ParentDP# /5;,2_ &
Lo
e »
Assigned To Date Out 7

Organization: AD/PSB

Team Mame: CTT -

Reviewer Name:

Contractor Name:

Karen: Piease review product chemistry data including MRID 483932-01 érid;}‘@

Last Possible Science Due Date: 23-Nov-2011

Science Due Date: /ul/ G/ ,{/
Sub Data Package Due Date: /.2, ,,_?,,",7

e

*** Studies Sent for Review * * * 1{

Printed on Page 2
¥ ** Additional Data Package for this Decision***

No Additionai Data Packages

lbb\i\
i

** * Data Package Instructions * * *

82 . This package is incomplete. We are still waiting for them to

submit chemistry data on unregistered source of Al Please let us know if there are deficiencies with the information submitted thus far.

qul

| Laed
2. Co5C
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

swemaareso UTHCE 0f Pesticide Proagrams

el

Antimicrobials Division (AD)
December 15, 2011

DP BARCODE: 394455

MRID : 483992-01, 483992-02, 486371-01, and 486904-01
SUBJECT: Fennosurf 586

(Name of Product)

REG. NO.; 9386-UO

DOCUMENT TYPE: Product Chemistry Review

Manufacturing-use [ ] OR End-use Product [x]
INGREDIENTS:

PC Code(s)  CAS Number Active Ingredient(s):

005601 7782-20-2 Ammonia (from Ammonium sulfate)

TEST LAB: Eurofins| Product Safety Laboratories

SUBMITTER: Kemira Chemicals Inc.

GUIDELINE: OPPTS 830 Series Product Chemistry Groups A and B

ORGANIZATION; AD\PSB\CTT
REVIEWER: Earl Goad
APPROVED BY: Karen P. Hicks
DATE APPROVED: December 15, 2011

COMMENT:

392



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20450

nited Sisles

aenarane Qfice of Pesticide Programs

AGEIEY

Antimicrobials Division {AD)
December 15, 2011

MEMORANDUM

SUBJECT:  Product Chemistry Review for EPA File Symbol: 9386-UO
Product Name: Fennosurf 586
DP Barcode: 394455

CODE: (A532) Unregistered source of A.l, New Product, Non-Fast Track

‘L\x%\m\\

DATE DUE: December 23, 2011

FROM: Earl Goad, Biologist
Chemistry and Toxicology Team
Product Science Branch

Antimicrobials Division (7510P} e
THRU: Karen Hicks, Team Leader gf' - »{f’ """""

Chemistry and Toxicology Team /= ~

Product Science Branch %

Antimicrobials Division (7510P)
TO: Velma Noble PM#31/Tracy Lantz

Regulatory Management Branch |

Antimicrobials Division {7510P})
Applicant: Kemira Chemicals, Inc.
PRODUCT FORMULATION FROM LABEL:
Active Ingredieni(s): % by wt.
Ammonia {from Ammonium sulfate} 7.59
Other Ingredient(s): 92.41
Total: 100.00

9386-UC_D394455 Fennosurf 586
Page 2 of 10
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BACKGROUND:

Kemira Chemicals, Inc. has submitted an application for registration of a new end-use
product, EPA File Symbo) 8386-UO "FENNOSURF 586”. This product is used in
conjunction with a source of sodium hypochlorite to produce monochloramine as a
microbiocide for use in controlling algal, bacterial, and fungal deposits in influent water
systems and all process water systems used for the manufacture of paper and
paperboard products. The product is produced by an integrated formulation system (i.e.,
the product contains an active ingredient that is not an EPA-registered product).

The data package included

1.
2.

3.
4.
5. Three Product Chemistry Studies

8.

A letter from the applicant to EPA, dated February 17, 2011.

A Confidential Statement of Formula {C8F) for the basic formulation, dated
February 17, 2011.

EPA Form 8570-35 (Data Matrix), dated February 17, 2011.

A draft label, dated February 11, 2011.

a. Product Chemistry Group A: Product Identity and Composition (MRID
483992-01)
b. Product Chemistry Group B Physical and Chemical Properties.(MRID
483992-02) and (MRID 486904-01)
c. Preliminary Analysis (MRID 486371-01)
Revised basic CSF dated November 15, 2011

FINDINGS:

1.

Confidential Statement of Formula: The following revisions were made to the
original (February 17, 2011) basic CSF during the course of this review

a. Under ltem #10 “[Total Ammeoenia]” was added.

b. Under #13b, the nominal concentration of Ammonia was added as
"[7_59]'”

¢. Under ltem #14a the upper and #14b the lower certified limit for the active
ingredient for Ammonia.

d. The revised basic CSF dated November 15, 2011 was found acceptable.

2. Product Label. The product is labeled with Ammonia (total) as the active

ingredient at a concentration of 7.58%. However the product as formulated is an
agueous solution of an ammonium salt and inert ingredient.

a. Itis recommended that the ingredient statement be clarified tc represent
the form of the product. At room temperature and pressure ammonia is a
gas, yet this product is a liquid. It must be made ¢lear from the ingredient
statement that the material is agueous ammeoenia.

9386-UO_D394455 Fennosurf 586
Page 3 of 10
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b. It makes sense that the labeled physical and chemical hazards
correspond to the form of the product. Aqueous ammonia is corrosive to
metals aluminum zinc, copper and copper alloys such as brass.
Additionally, the label must warn against other chemical incompatibilities
such as mixing directly with hypochlorites, bleach, and alkali.

c. Itis recommended the “Precautionary Statements” section on the
product label, change “after handling and before eating, drinking, chewing
gum or using tobacco™ to read “after handling and before eating, drinking,
chewing gum, using tobacco, or using the toilet.

3. Product Chemistry Groups A and B. Product chemistry groups A and B data.
Please see tables A and B for details.

a. Group A Product Identity and Composition. Group A product chemistry
data requirements applicable to end-use products have been met.

b. Group B: Physical and Chemical Properties: Product chemistry Group B
document MRID#:483992-02 is described as a "compilation report" of
information rather than a study as defined by EPA — GLP standards as
found in 40CFR Part 160.

i. Inthis document descriptive data is given for guidelines 830.6302
Color, 830.6303 Physical State, 830.6304 Odor, 830.6313
Stability, 830.7860 Water solubility. These are acceptable.

ii. Non-applicability or Waivers are requested for guidelines
830.6314 Oxidation/Reduction, 830.6315 Flammability, 830.6316
Explodability, 830.86319 Miscibility, 830.6321 Dielectric Breakdown
Voltage, 830.7200 Melting point, 830.7570 Octanol/Water
Partition. 830.7950 Vapor Pressure, and 830.7220 Boiling point.
These are acceptable.

iii. Gitations are requested with the offerto pay Buckman
compensation to use their data including OSCPP 830.6317
Storage Stability, 830 .6320 Corrosion characteristics, 830.7000
pH, 830.7100 Viscosity, and 830.7220 Boiling point. While citation
of Boiling point may be acceptable, citation of pH, storage stability
and corrosion characteristic is not. Since the pH has an influence
on the stability of the of ammonia in solution it is recommended
that measurement of pH is performed at intervals within the one
year GLP compliant storage stability/ corrosion characteristics
studies as described as per OSCPP Guidelines 830.6317 and
830.6320.

9386-U0_D394455 Fennosurf 586
Page 4 of 10
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CONCLUSION:

The revised basic confidential statement of formula (CSF) dated November 15, 2011 is
acceptable. Revisions to the label are recommended to address identity of the active
ingredient, chemical incompatibilities, and precautionary statements. Product chemistry
group A requirements have been satisfied. Product chemistry group B data
requirements have been satisfied except for submission of a one year product specific
storage stability and corrosion characteristics studies. it is recommended that pH
measurements be taken in the same time sequence as the analysis of content. These
studies must be performed in compliance with EPA GLP guidance as per 46CFR160.

9386-U0_D394455 Fennosurf 586
Page 5 of 10
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PRODUCT CHEMISTRY REVIEW

I CONFIDENTIAL STATEMENT OF FORMULA

a. Type of formulation and source registration:

Non-integrated formuiation system Yes|[ [
Are all TGAIs used registered? Yes [ ]
Integrated formulation system Yes [X}

If “ME-TOO," specify EPA Reg. No. of existing product: 1448-433

b. Clearance of inerts for non-food or food use:
The product is cieared for food use under 40 CFR §§ 180.940 and 180.950.

Yes|[ [

Note: All inert ingredients have PC codes.

Note: All inert ingredients are listed on the EPA document “Inert

No [X]
No [X]

No [ ]

No [X]

Ingredients Permitted for Use in Nonfood Use Pesticide Products,” last

updated in April 2011 and available at
http./fwww.epa.gov/opprd00i/inerts/inert_nonfooduse.pdf.

¢. Physical state of preduct: Liquid

d. The chemical IDs and analytical information (inciuding that for the TGAIs),
density, pH, and flammabiiity are consistent with that given in 830 Series, Group

B.
Yes [X] Nol }
e. The NCs and CLs are acceptable. Yes [X[No [ ]
f. Active ingredient(s) NC LCL UCL
(%) (%) (%)
(Ammeonium sulfate 29.5 28.61 30.38)
Ammonia 7.59 7.21 7.96

9. For products produced by an integrated formulation system:

Do ail impurities of toxicological significance have a UCL?
Yes|[ } No[ ] Not applicabie [X]

Have all impurities of 2 0.1% in the product been identified?
Yes[ [ Nol[ ] Not applicable [X]

9386-UO_D394455_Fennosurf 586
Page 6 of 10
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PRODUCT LABEL

a. The active ingredient(s) statement {chemical IDs and NC) is consistent with
the CONFIDENTIAL STATEMENT OF FORMULA. Yes| ] No [X]

Note: The CSF was revised to include the nominal concentration of
ammonia, which is the active ingredient.

b. The formula contains one of the following:

e 10% or more of a petreleum distiilate: Yes] ] No [X]
* 1.0% or mare of methyl alcohol: Yes] | No [X]
e sodium nitrite at any level: Yes|[ ] No [X]
» atoxic List 1 inert at any level: Yes| ] Nao [X]
¢ arsenic in any form; Yes| ] No [X]

c. if “yes” to any of the above, does the inert ingredients statement contain a
footnote indicating this? Yes| ] No[ ] Not applicable ] X]

d. Appropriate warning statement(s) regarding flammability or explosive
characteristics of the product are listed on the label.
Yas| ] No| ] Not applicable [X]

e. The storage and disposal instructions for the pesticide container are in
compliance with PR Notice 84-1 for household use products or PR Notice 83-3
for all other uses.

Yes || No[ ] Not applicable [X]

f. The product requires an expiration date at which time the NC falls below the
LCL (based on the 1-year storage stability data or other information).
Yes [X] No [ ]

Note: Results for a minimum of 1 year from a GLP-compliant storage
stabifity study must be provided.

9386-UO_D394455 Fennosurf 586
Page 7ol 10
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Table A:

Product Chemistry (Series 830, Group A)

Data Requirements Acceptance of information MRID No.
830.1550 Product identity A 483992-01
and CSF
830.1600 Description of A 483992-01
Materials and CSF
830.1620 Production Process® | A 483092-01
830.1650 Formulation NA
Process”
830.1670 Formation of A 483992-01
Impurities*
830.1700 Prefiminary Analysis® | Originally resufts from the analysis of 483992-01
two batches of the product were (pages 49
provided. Testing was not conducted in and 50}
compliance with GLP Results were
reported in mg/L not %wgtiwgt, This
was found unacceptabie.
A — Results of 5 batches conducted in 486371-01
compliance with GLP. Alf results within
certified limits.
830.1750 Certified Limits® A — Standard certified limits were 483992-01
proposed.
A — A signed certification statement was
provided, as requested under OPPTS
830.1750(g).
830.1800 Enforcement A — A copy of a colorimetric method 483992-01

Analytical Method”

(“Determination of Ammonia Nitrogen
by Semi-Automated Cotorimetry”™) was
provided for determining active
ingredient content of the product.

830.1900 Submittal of
Samples

[Samples are fo be provided on a case-
by-case basis for end-use products.]

Explanation: A=acceptabie; N=nol acceplable (i.e., item was submitted but is not acceptable);

NA=technically not applicable (i.e., not required); G=dala gap (i.e., item was not submitted bul is required);
U=requires upgrading (i.e., item is unaccepiable but upgradeable); W=waived; E=EPA eslimale

'See Confidential Appendix A for additional information,

*For MP/EP products produced by an integrated formulalion system,

®For products from a TGAI or MP.

“May be waived unless actual/possible impurilies are of toxicological concern.

®Five baich analysis required for products produced by an integrated formulation system.

8if different from standard CLs recommended in 40 CFR 158,175, this should be discussed in

Confidential Appendix A.

"Abbreviate method used as follows: gas chromatography (GC), infrared (IR), ullraviolet absorption
(UV), nuclear magnetic resonance (NMR), etc,

9386-U0_D394455 Fennosurf 586.doc

Page 8 of 10




Table B:

Physical and Chemical Characteristics {Series 830, Group B}

Physical/Chemical Acceptance Value or Qualitative MRID No.
Properties™ of Data Description
830.6302 Color A The color of the product is 483992-02
clear, slightly hazy.
830.6303 Physical State A The product is a liguid. 483992-02
830.6304 Odor A The product has a slight 483992-02
ammonia edor.
830.6313 Stability to Norma! | NA [Not required for end-use
and Elevated Temperatures, products.]
Metals, and Metai lons
830.6314 Oxidation/ A The product is not an 483992-02
Reduction; Chemical oxidizer or reducer, and
Incompatibility neither are its components.
830.6315 Flammability/ A The product and its 483992-02
Flame Extension components are not
considered to be flammable.
830.6316 Explodability A The product and its 483992-02
components are not
explodable and do not have
the capability to undergo an
uncontroifed, rapid, violent
chemical reaction resulting in
a sudden increase in
pressure.
830.6317 Storage Stability G The product was reported to 483992-02
be stable for >1 year.
830.6319 Miscibility' A The product is not an 483992-02
emulsified liguid and is not
diluted with petroleum
solvents.
A The product is added to Label
diiution water, or applied to
process water in conjunction
with sodium hypochlorite.
830.6320 Corrosion G
Characteristics
830.6321 Dielectric A [Waived.] 483992-02
Breakdown Voltage
The product is to be Label
generated and fed into
treatment water systems
through a proper chemical
feed skid only by a trained
Kemira representative.
830.7000 pH* A pH 9.68 (Neat) 486904-01
pH 8.25 (1% w/w aqueous)

9386-U0_D394455 Fennosurf 586
Page 9 of 10
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Physical/Chemical Acceptance Value or Qualitative MRID No.
Properties* of Data Description
830.7050 UV/iVisible NA [Not required for end-use
Absorption products.]
8§30.7100 Viscosity A 1.731 (@26 "C). 486904-01
1.190 (@40 "C)
Centistokes

830.7200 Melting NA [Not required for end-use
Point/Melting Range products.]
830.7220 Boiling NA {Not required for end-use
Point/Boiling Range products.]
830.7300 Density/Relative A 1.179 giml {@ 20 "C) 486904-01
Density/Bulk Density And CSF
830.7370 Dissociation NA [Not required for end-use
Constants in Water products.]
830.7550/830.7560/830.7570 | NA {Not required for end-use
Partition Coefficient products.]
830.7840/830.7860 Water NA [Not required for end-use
Solubility products.]
830.7950 Vapor Pressure NA [Not required for end-use

products.]

Explanation: A=acceptable; N=not acceptable (i.e., item was submitted but is not
acceptable); NA=technically not applicable (i.e., not required); G=data gap (i.e., item was
not submitted but is required); U=requires upgrading {i.e., item is unacceptable but
upgradeable); W=waived; E=EPA estimate.

* Provide brief description, e.g., color — yellow or property value, e.g., density

1.25 gfce. Unless otherwise indicated, the property should be at 25°C.

'If product is an emulsifiable liquid
%If product is dispersible with water

6386-U0 D394455 Fennosurf 386

Page 10 of 16
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488371061

Product Safety

October 6, 2011 VOLUME 1 of 2

Administrative Materials
Document Processing Desk

Office of Pesticide Programs (7504F)
Environmental Protection Agency
One Potomac Yard

2777 S. Crystal Brive, Room $-4900
Arlington VA 22202

Attn: Velma Noble, PM 31

RE: Data Transmittal Document
Product: Fennosurf 586

EPA Reg. No. 8386-U0

Company: Kemira Chemicals, Inc.

Regutatory Action:  Supptementary submission in response to 75 day deficiency ematii from
Tracy Lantz dated 9/22H1

Dear Ms, Noble:

On behalf of Kemira Chemitcals, {nc., | am submiiting the Preliminary Analysis study in response to an
email dated 922/ from Tracy Laniz regarding deficiencies, for the product Fennosurf 586, EPA Reg.
No. 8386-U0. We have enclosed three copies of each volume.

List of Submitted Documents:

Volume 1 of 22 Administrative Materials
» Pata Transmittal Document
« EPA form 8570-1
« Cover |Letter

Volume 2 of 2:  Fennosurf 586; Preliminary Analysis

if you have any questions regarding this submission, please contact me at 678-818-4566, or
Colleen.Snyder@Kemira.com.

Sincerely,

Collopin Staugkse
Colleen M. Snyder 53
Product Safety Expert

Kemira Chemicals, inc.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, [nC. 20480

AgenGt
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L ROt December 12, 2011 OFFICE OF CHEMICAL SAFETY
£ND FOLLUTION PREVENTION

KEMIRA CHEMICALS, INC.
1000 PARKWOOD CIRCLE, SUITE 500
ATLANTA, GA 30339

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 05-DEC-11. Our staff has completed a preliminary analysis
of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of data
contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with Master
Record ID's {MRIDs) assigned to each document submitted. Please use these numbers in all future
references to these documents. Thank you for your cooperation. If you have any questions
concerning this data submission, please raise them with the cognizant Product Manager, to whom
the data have been released.
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FENNSURF 586 Group B Product Chemistry q\g gYO - U O
- Snyder Colleen

to:

" Tracy Lantz, Earl Goad

12/02/2011 03:54 PM

Hide Details

From: Snyder Colleen <Colleen.Snyder@kemira.com>

To: Tracy Lantz/DC/USEPA/US@EPA, Earl Goad/DC/USEPA/US@EPA

2 Attachments

imagé[)ﬂl png Kemira 325 13.%';5 Chem.pdf

Tracy,

Please find attached the pH, density, viscosity study result Earl has requested. 48690401
Earl,

Thank you for speaking with me yesterday. Feel free to call me should you find the need.

Have a great weekend!

Colleen M Snyder
Product Safety Bxpert, Biocides- North America, Globol Tissue Speciaities & Felk Cleaners
Tel +678 812 4558 i Mobile +412m?80-7913] Colleen. Snyder@kemira.com

Kemira Chemicals, In¢ 1000 Parkwood Circle, Suite 500, Atlarda, GA 30338 USA
www kemira.com | www.waterfootprintkemira.com

The content of this message is confidential and it may contain information protected by copyright.
If you have received this message in error, forwarding, copying, printing or other use of it is prohibited.
We reguest that you inform the sender of the error and then delete the message.

Waier ts the connection

file://C:\Documents and Settings\tlantz\l.ocal Settings\Temp\notes87944B\~web1263 htm

Page 1 of 1

48690400

12/2/2011
45
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FENNSURF 586 Group B Product Chemistry C) 3 g(ﬁ - UO
Snyder Colleen

to:

Tracy Lantz, Earl Goad

12/02/2011 03:54 PM

Hide Details

From: Snyder Colleen <Colleen.Snyder@kemira.com>

To: Tracy Lantz/DC/USEPA/US@EPA, Earl Goad/DC/USEPA/US@EPA

2 Attachments

image001.png Kemita 32513Phys Chem.pdf

Tracy,

Please find attached the pH, density, viscosity study result Ear! has requested. 48696401
Earl,

Thank you for speaking with me yesterday. Feel free to call me should you find the need.

Have a great weekend!

Colleen M Snyder
Product Safety Bxpert, Biocides- North Amerlca, Global Tissue Specialties & Felt Cleaners
Tel +678 819 4566! obile +412-780—?913! Colleen. Snyder@kemira.com

Kemira Chemicals, Inc 1000 Parlavood Circle, Suite 500, Aflanta, GA 30338 USA
www . kemira.com | www.waterfootprintkemira.com

The contenl of this message is confidential and il may conlain information prelecied by copyright.
if you have received this message in emor, forwarding, copying, printing or cther use of il is prohibited.
We request that you inform the sender of the error and then delete the message.

Waier is the connection

file://C:\Documents and Settings\tlantz\Local Settings\Temp\notes87944B\~weh1263.htm

Page 1 of |

48690400
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UMITED STATES ENVIRONMENTAL PROTECTIONM AGENCY
WASHINGTOM, D.C, 20450

AGENT
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4 ProT October 13, 2011 OFFICE OF CHEMICAL SAFETY
240 POLLUTION PREVENTION

KEMIRA CHEMICALS, INC.
1000 PARKWOOD CIRCLE, SUITE 500
ATLANTA, GA 30339

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 06-OCT-11. Our staff has completed a preliminary analysis
of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of data
contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with Master
Record ID's {MRIDs) assigned to each document submitted. Please use these numbers in all future
references to these documents. Thank you for your cooperation. If you have any questions
concerning this data submission, please raise them with the cognizant Product Manager, to whom
the data have been released.
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Decision #: 445675

DATA PACKAGE BEAN SHEET DP # (394455)
Date: 20-Oct-2011 PRIA
Page 1 of 2 Parent DP #:
Submission #: 890858
E-Sub #:

** * Registration Information * * *

Registration: 9386-U0 - FENNOSURF 586
Company: 9386 - KEMIRACHEMICALS, INC.

Risk Manager: RM 31 - Velma Noble - (703) 308-6233 Roomi? PY1 §-8355

Risk Manager Reviewer: Tracy Lantz TLANTZ

Sent Date; Calculated Due Date: 23-Dec-2011 Edited Due Date:

Type of Registration: Product Registration - Section 3

Action Desc: (A532} UNREGISTERED SOURCE OF ACTIVE INGREDIENT,NEW PRODUCT,CITE-ALL DA

Ingredients: 00_5601, Ammaonium sulfate(7.58%) _

** * Data Package Information * * *

Expedite: {{) Yes 4 No Date Sent: 26-Sep-2011 Due Back:

DP Ingredient: 005601, Ammcnium sulfate

DP Tile: e
CSF Included: () Yes @@ No tabel Included: () Yes €@ No ParentDP#
Assigned To Date In Date Dut
Organization: AD / PSB 26-Sep-2011 Last Possible Science Due Date: 23-Nov-2011
TeamName:CTT 26sep2011 Science Due Date: 09-Dec-2011
Reviewer Name: Middleton, Veronica . Sub Data Package Due Date: 23-Dec-2011
Contractor Name: CSC 30-Sep-2011

* * * Studies Sent for Review * * *

Printed on Page 2

*** Additional Data Package for this Decision * * *
Neo Additional Data Packages

*** Data Package Instructions * * *

Karen: Please review product chemistry data including MRID 483992-01 and -02 . This package is incomplete. We are still waiting for them o
submit chemistry data on unregistered source of Al Please let us know if there are deficiencies with the information submitted thus far.
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48637100

Product Safety

5-0ct-2011 FENNOSURF 586 (EPA REG. # 9386-UC)

Ms. Velma Noble Product Manager #31
Office of Pesticide Programs

US Environmental Protection Agency
Antimicrobial Division (7504P)

1200 Pennsylvania Avenue NW
‘Washington DC 20460

Courier:

Document Processing Desk (REGFEE)

Ms. Velma Noble Product Manager #31

Office of Pesticide Programs (7504P)

Room 8-4900 One Potomac Yard-South Building
2777 South Crystal Drive

Arlington VA 22202-4501

VIA eMail

RE: Response to Defieiencies: Your cmail dated 22SEPT2011 75 day deficiency letfer for
9336-U0C

Dear Ms Noble:

In response to your email dated September 22, 2011 Kemira respectfully provides the included
information that will satisfy the notated deficiency:

One (1) copy Final Report titled Preliminary Analysis of Anmmonic FENNOSURF 586, US
EPA PRODUCT PROPERTIES TEST GUIDELINES OPPTS 830.1700.

The Agency has requested data to validate Kemira Chemicals Inc claim of Substantiaily Similar
product identity to support a Me-Too application. Kemira’s application cites existing data
provided to the Agency on both the Source Material and the End Use Product. The only

remaining question is to supply data to confirm Kemira’s unregistered source material
oS i mtedlpw

Kemira feels it may have created some confusion at the Agency around ammeonium sulfate being
used as an ingredient to generate the source material, ammonia. To help make this cleares 2 bref
discussion of the formulation process follows.

Page 1 of2
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Product Safety

The Preliminary Analysis supplied here was conducted on
five Iaboratory baiches of Fennosurf 586. It shows that the arrival to aqueous ammonia is
identical to that of the EPA registered source in Kemira’s Selective Cite All
application, Kemira is available at your convenience to discuss this chemistry further and would
appreciate your forwarding the Preliminary Analysis on for review along with the application
materials previously submitied.

Respectfuily, (L/OL
Colleen M Snyder
Product Safety Expert

cc: Tracy Lantz - EPA

Dennis Edwards-EPA

Stanley H. Abramson, Partner-Arent Fox LLP
Jeff Jones-Delta

LJuauieal) |enuapiuod 0} pajiiua aq Aew uonewlojul ssaosoid bulinjoeinuen,

fw 75 day
defkiency letter for 9

Pape2 of Z
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E Product Safety
)
b4

October 6, 2011 VOLUME 1 of 2

Administrative Materials
BDocument Processing Desk

Office of Pesticide Programs {7504P)
Environmental Protecticn Agency
One Potomac Yard

2777 S. Crystal Drive, Roem S-4900
Arlington VA 22202

Attn; Velma Noble, PM 31

RE: Data Transmittat Document

Product: Fennosurf 586

EPA Reg. No. 9386-U0

Company: Kemira Chemicals, tnc.

Regulatery Action: Supptementary submission in response to 75 day deficiency email from
Tracy Lantz dated /2211

Dear Ms, Nable:

On behalf of Kemira Chemicals, [nc., | am submitting the Preliminary Analysis study in response to an
email dated §/22/1 1 from Tracy Lantz regarding deficiencies, for the preduct Fennosurf 586, EPA Reg.
Na, B388-UQ. We have enclosed three copies of each volume.,

List of Submitted Documents:

Volume 1 of 2:  Administrative Materials
« Data Transmittal Document
+ EPAform 8570-1
» Cover Letter

486371 01 Volume 2 of 2. Fennosurf 586: Preliminary Analysis

If you have any questions regarding this submission, please contact me at 678-819-4566, or
Ceolleen.Snyder@Kemira.com.

Sincerely,
Colleen M. Snyder

Product Safety Expert
Kemira Chemicals, Inc.
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L erot October 13, 2011 BEFICE OF CHRJICAL SAFETY

AHD POLLUTION PREVENTIOHN

KEMIRA CHEMICALS, INC.
1000 PARKWOOD CIRCLE, SUITE 500
ATLANTA, GA 30339

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 06-OCT-11. Our staff has completed a preliminary analysis
of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of data
contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with Master
Record 1D's (MRIDs) assigned to each document submitted. Please use these numbers in all future
references to these documents. Thank you for your cooperation. H you have any questions
concerning this data submission, please raise them with the cognizant Product Manager, to whom
the data have been released.
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FENNSURF 586 Group B Product Chemistry

Snyder Colleen

to:

~ Tracy Lantz, Earl Goad

212/02/2011 03:54 PM

~ Hide Detatls

From: Snyder Colleen <Colleen.Snyder@kemira.com>

2 Attachments

image001.png Kemira 3251?;;5 Chem.pdf

Tracy,

Please find attached the pH, density, viscosity study result Earl has requested.

Earl,

Thank you for speaking with me yesterday. Feel free to call me should you find the need.

Have a great weekend!

Colleen M Snyder
Product Safety Expert, Biotides- Narth America, Global Tissue $pecialties & Fek Cleaners
Tel +878 819 45661 Mobile +412—?80-79131 Colleen. Snyder@kemira.com

Kemira Chemicals, Inc 1000 Parkwood Circle, Suite 500, Atlanta, GA 30339 USA
www.kemira.com | www.waterfootprintkemira.com

The content of this message is confidential and it may contain information protected by copyright.
If you have received this message in errar, forwarding, copying, printing or other use of it is prohibited.
We request that you inform the sender of the error and then delete the message.

Water is the connection 5%

file://C:\Documents and Settings\tlantz\Local Settings\Temp\notes87944B\~web1263 . htm

Page 1 of |
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Kemira Chemicals Inc - Record of Meeting October 25, 2011 (EPA REG#

9386-UQ})

Snyder Colleen to: Dennis Edwards, Tracy Lantz 10/28/2011 01:41 PM
Velma Noble, Keegan Ken, Clark Michael, "Abramson, Stanley

Cc: (Abramson.Stanley@ArentFox.com)” ,

"angela.levin@troutmansanders.com” , Perez Carolina
From: Snyder Colleen <Colleen.Snyder@kemira.com>
To: Dennis Edwards/DC/USEPA/US@EPA, Tracy Lantz/DC/USEPA/US@EPA
Cc: Velma Noble/DC/USEPA/US@EPA, Keegan Ken <Ken.Keegan@kemira.com>, Clark Michael

<Michael.Clark@kemira.com=>, "Abramson, Stanley (Abramson.Stanley@ArentFox.com)”
<Abramson.Stanley@ArentFox.com>, "angela.levin@toutmansanders.com”

Dennis and Tracy,

Thank you for taking cur meeting on Tuesday, October 25, 2011; your contribution to clarify any
outstanding data requirements is very much appreciated. We have summarized a few key points from
our telephone conversation. Your review and inclusion of any clarifying comments is appreciated.

Record of Meeting
October 25, 2011

Participants:

Mr. Dennis Edwards-EPA

Ms. Tracy Lantz-EPA

Mr. Ken Keegan-Kemira

Mr. Michael Clark-Kemira

Ms. Colleen Snyder-Kemira

Mr. Stanley Abramson-Arent Fox
Ms. Angela Levin-Troutman Sanders

* Kemira clarified that it is Kemira's intent to follow the Buckman application, in which Ammonia is
the active ingredient, for Kemira’s Me-Too EUP registration {9386-U0) FENNOSURF 586. Ammocnium
Sulfate is a raw material used to generate the Ammonia. The Confidential Statement of Formula
submitted by Kemira supports this clarification. Kemira's chemist, Mr. Michael Clark, described the

Ammonia. Mr. Edwards acknowledged this description and indicated that he would confirm this with
the chemist.

* Based on Kemira's clarification that its application is intended to fellow Buckman's application,
Mr. Edwards acknowledged that it is only fair to request of Kemira what was requested of Buckman in
support of its application. As a result, Mr. Edwards agreed to go back and look at the chemistry data
requested from Buckman. Once this has been completed, Mr. Edwards will get back in touch with Ms.
Snyder to confirm what, if any, additional infermation is required to support the application.

* In response to a request for a certificate of analysis on Ammonium Sulfate {technical grade, not

55
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EUP), Kemira clarified that this has already been provided on August 25, 2011 as a suppiemented packet
of supporting information labeled "SUPPLEMENT TO ORIGINAL END USE PRODUCT REGISTRATION
SUBMITTED FEBRUARY 17, 2011." Mr. Edwards agreed to go back and review what had been
submitted.

We appreciate your recognition that this is a time sensitive matter and look forward to your response,

Colleen M Snyder
Product Safety Expert, Biocides- North America, Global Tissue $pecialties & Felt Cleaners
Tel +678 819 4566] Mobile +412-780-?913| Colleen. Snyder@kemira.com

Kemira Chemicals, Inc 1000 Parkwood Circle, Suite 500, Atlanta, GA 30339 USA
www.kemira.com | www.waterfootprintkemira.com

The content of this message is confidential and it may contain information protected by copyright.
i you have received this message in error, forwarding, copying, printing or other use of it is prohibited.
We request that you inform the sender of the error and then delete the message.

Water is the connaction
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*Internal deliberative information®

Page 1 of 7

RE: 75 day deficiency letter for 9386-UO

Snyder Colleen

to:

Tracy Lantz

10/21/2011 02:02 PM

Ce: v v v

Velma Noble, Dennis Edwards, Keegan Ken, Clark Michael, Perez Carolina, "Abramson, Stanley
{Abramson.Stanley@ArentFox.com)", "angela.lexyl@troutmansmders.com"

Hide Details ,

From: Snyder Colleen Sort List...

To: Tracy Lantz/DC/USEPA/US@EPA

Ce: Velma Noble/DC/USEPA/US@EPA, Dennis Edwards/DC/USEPA/US@EPA, Keegan Ken , Clark
Michael , Perez Carolina , "Abramson, Stanley {Abramson.Stanley@ArentFox.com)” ,
"angela. levin@toutmansanders.com”

Hi Tracy,

This is an update to my previous email. Since Kemira will have several people on this cali to fully capture and
understand the outstapding data reguirements: | though ould initiate the conference call invite and provide
the call in number.

At 4:30 BM EST on Tuesday, October 25, 2011 please cali:
1-866-410-9108
Participant Code #

Have a great weekend,

Colleen M Snyder
Product Safety Expert, Biocides- Nortft AIelCd, WioDa 3[-BSTMICIv I (R s st
Tel +678 819 4566 | Mobite +412-780-7913| Golleen. Snyder@kemira.com

Kemira Chemicals, inc 1000 Parkwood Circle, Suite 500, Allanta, GA 30332 USA
www.kemira.com | www.waterfootprintkemira.com ' . _ v
Buckmen: |94 & -432

The contaul of This message i confidential and f gy conlam information protecied by copyrght. .
It you have received lhis message in erjor, forwarding. copying, prinling or other use of il is prohibiled Iq q g - q 53
We reques] that you inform the sender of the error and then delete he message

*Commercial/financial information may be entitled to confidential treatment*

file://C:ADocuments and Settings\Tracy\Local Settings\Temptnotes3 SA6F%\~web4755.him 10!2%/.}011
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Veate: iz the connsdunn K@

----- Original Message-----

From: Snyder Colteen

Sent: Friday, October 21, 2011 9:53 AM

To: 'tantz. Tracy@epamail.epa.gov'

Cc: Noble.Velma@epamait.epa.gov

Subject: RE: 75 day deficiency letter for 9386-U0

Hi Tracy,

Tuesday at 4:30 PM works. Please ask Dennis Edwards to join. | will have a few people from Kemira on the call.
Please forward the call-in number to me and will set it up on this end.

Have a great week end.

Colleen

From; Lantz.Tracy@epamail.epa.gov [mailto:Lantz. Tracy@epamail .epa.gov]
Sent: Thursday, October 20, 2011 5:41 PM

To: Snyder Colleen

Cc: Noble.Velma@epamail.epa.gov

Subject: RE: 75 day deficiency letter for 8386-U0

| left you two voice mail messages today.

We would like to speak to you via conference cafi on Tuesday, 10/25 at

4:30 PM east coast time.

Please confirm that you will be available at this time and indicate the phone number we should call.

Thanks
[Embedded image moved to fite: pici7253.jpg]

From: Snyder Colleen <Colteen.Snyder@kemira.com:>
Jo: Tracy tantz/DC/USEPA/US@EPA

Ce: Jeff Jones <jjones@delta-ac.com>, Velma it
Noble/DC/USEPA/US@EPA R 04 p |

Date:  10/07/2011 08:14 AM o \ he o ( ok

Subject: RE: 75 day deficiency letter for 9386-U0 bt Vs 18

Tracy,

If you have time in schedule today, 1 would like {o have a telephone conversation.

file://C:\Documents and Settings\Tracy\Local Settings\Tempinotes35A6F9\~web4755.htm 10/2%%011
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Colleen M Snyder
Product Safety Expert, Biocides- North America, Global Tissue Specialties & Felt Cleaners Tel +678 819

4566 | Mobile +412-780-7913 | Colleen.Snyder@kemira.com

Kemira Chemicals, Inc 1000 Parkwood Circle, Suite 500, Atlanta, GA 3033% USA www.kemira.com |
www.waterfootprintkemira.com

The content of this message is confidential and it may contain information protected by copyright.
If you have received this message in error, forwarding, copying, printing or other use of it is prohibited.
We reguest that you inform the sender of the error and then delete the message.

From: Lantz.Tracy@epamail.epa.gov [mailto:Lantz. Tracy@epamail .epa.gov}
Sent: Thursday, October 06, 2011 6:05 PM

To: Snyder Colleen

Cc: leff Jones; VelmaNoble/DC/USEPA/US

Subject: Fw: 75 day deficiency letter for 9386-UC

Is the preliminary analysis the only study you intend to submit at this time? Are you still waiting for other
chemistry studies to be completed?

Please also recall that as per the attached 75 day deficiency letter, you must reply with a proposed renegotiated
due date of 120 days from the date your fix is received at front end processing.
(Embedded image moved to file: pic10430.jpg}

----- Forwarded by Tracy Lantz/DC/USEPA/US on 10/06/2011 06:00 PM --—--

From: Tracy Lantz/DC/USEPA/US

To: Snyder Colleen «Colleen.Snyder@kemira.com>

Cc: Velma Noble/DC/USEPA/US@EPA, Jeff Jones
<jjones@delta-ac.com>

Date: 16/05/2011 05:28 PM

Subject: RE: 75 day deficiency letter for 9386-U0

Please confirm that you have sent hard copies of both of these documents to front end processing so that this
study will receive an MRID.

Once your study has passed the front end screening for 86-5 and received an MRID | will be able to place the
data into review with our chemists.

Thanks
(Embedded image moved to file: pic19451.jpg)

file://C:\Documents and Settings\Tracy\Local Settings\Tempinotes35 A6FN~web4755.htm IO/Zé@U}l
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From: Snyder Colleen <Colleen.Snyder@kemira.com>
To: Tracy Lantz/DC/USEPA/US@EPA
Cc: Velma Noble/DC/USEPA/US@EPA, Jeff Jones

<jjones@delta-ac.com>, Dennis Edwards/DC/USEPA/US@EPA,
"Abramson, Stanley (Abramson.Stanley@ArentFox.com)”
<Abramson.Stanley@ArentFox.com>, Keegan Ken
<Ken.Keegan@kemira.com>

Date: 10/05/2011 05:19 PM
Subject: RE: 75 day deficiency letter for 9386-U0
Hi Tracy,

1 have attached the Preliminary Analysis conducted on the source material and covering letter to be further
forwarded to those reviewing subject. Please let me know as soon as possible that you are in receipt and the
deficiencies addressed in your previcus emails have been fulfilled.

Respectfully submitted,

Colleen M Snyder

Product Safety Expert, Biocides- North America, Global Tissue Specialties & Felt Cleaners Tel +678 819
4566 | Mobile

+412-780-7913 | Colleen.Snyder@kemira.com

Kemira Chemicals, In¢ 1000 Parkwood Circle, Suite 500, Atlanta, GA 30339 USA www.kemira.com |
www.waterfootprintkemira.com

The content of this message is confidential and it may contain information protected by copyright.
If you have received this message in error, forwarding, copying, printing or other use of it is prohibited.
We request that you inform the sender of the error and then delete the message.

From: Lantz.Tracy@epamail.epa.gov {mailto:Lantz. Tracy @epamail.epa.gov)
Sent: Tuesday, September 27, 2011 4:46 PM

To: Snyder Colleen; Jeff Jones

Cc: Noble Velma@epamail.epa.gov

Subject: Fw: 75 day deficiency letter for 9386-UO

Please confirm that you received this message which was sent last week.

file://C:\Documents and Settings\Tracy\Local Settings\Temp\notes35A6F\~web4755 htm 10;‘?66011
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Thanks
(Embedded image moved to file: pic11320.jpg)

From: Tracy Lantz/DC/USEPA/US
To: ""Snyder Colieen"
<Colleen.Snyder@kemira.com>, "Jeff
Jones™
<jiones@delta-ac.com>
Cc: Velma Noble/DC/USEPA/US@EPA, Dennis
Edwards/DC/USEPA/US@EPA
Date: 09/22/2011 05:52 PM
Subject: 7S day deficiency letter for 9385-U0

We have received the information you submitted at the end of August, 2011, This additional information still
does not satisfy the deficiencies associated with the data reguirements for the unregistered source of active
ingredient. We have discussed your application with

our Office of General Counsel. Please see the letter below for

additional details.

You will receive a hard copy of this letter in the maii soon.
Please reply indicating that you have received this message.

OPP Decision Number D445675

Colleen Snyder
Kermira Chemicals Inc.
1950 Vaughn Road
Kennesaw, GA 30144

Subiect: Fennosurf 586

EPA File Symbol:
$386-UC

Application Dated:
February 17, 2011

EPA Receipt Date:
February 22, 2011

Dear Ms. Snyder:

Our records indicate that the decision review period for EPA to make a
determinatien regarding the above referenced application ends on December 23, 2011 as pursuant to the
Pesticide Registration Improvement Act {(PRIA). The application has been determined, pursuant to 40 CFR
152.105, not to be sufficiently complete to process; therefore, the application is censidered deficient. You are
permitted

file://C:\Documents and Settings\Tracy\Loca] Settings\Temp\notes3 5 A6FRN~web4755 htm iO/Qéf%Oll
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e

75 days to respond to the deficiencies listed below before the Agency withdraws your application. Therefore
you must contact the Agency by December 8,

2011 to explain how you will address the deficiencies along with a mutually agreed upon renegotiated PRIA due
date or receive a determination not to grant your application.

If, after 75 days from the date of this letter, you do not respond, or you
subsequently fail to complete the application within the time scheduled for completion, the Agency will
terminate any action on the application, and will treat the application as if it has been withdrawn by the
applicant. This action would result in your submission being removed from the provisions of the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA) and PRIA. Any subsequent submission relating to the
application must be submitted as a new PRIA application and subject to fees.

Address the following deficiencies:
Chemistry Data on the Source Material

Your formulation does not utilize an EPA registered source
of active ingredient. Therefore you must provide chemistry data
on the unregistered technical source of active ingredient. We
will use this information to make a determination as to whether or
not your product is similar to other registered known sources of
this active ingredient. Your application includes chemistry data
on the formula you intend to register {7.59%), but not on the

technical source [}

The chemistry data requirements are necessary as per the
regulations at Part 158, This is true even when the assertion is
made that the formulated product is identical to another cited
product. Citing data on the Buckman products (EPA Reg. No,
1448-432 and 1448-433) will not satisfy the data reguirements.
The chemistry data in part serves the important function of
verifying the information provided on the CSF. This function
cannot be achieved by citing existing data on other registered
products, however similar they are asserted to be.

Submit studies performed on the unregistered source of
active ingredient to satisfy the Group A and B chemistry data
recuirements.

These deficiencies must be corrected before the Agency can proceed further with this application. You are
urged to contact the Agency before December §, 2011 and commit to a schedule to resolve the deficiencies
including your proposed re-negotiated due date for this PRIA action.

You have the following three options.

1. Resolve the issue(s}). You may resolve the issues

identified in this letter by submitting a reply to the Agency

by October 20, 2011 with information as how you plan to address
the deficiencies. Please include your proposed re-negotiated
PRIA due date and the date you expect to submit the fix at this

file://C:\Documents and Settings\Tracy\Local Settings\Temp\notes35 A6FR\~web4755. htm 10!%@011
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time. Your re-negotiated PRIA due date must include the date
that you expect to submit the fix plus an additional 120-days
for Agency review. If no other issues arise as a result of your
response to this letter or during our review process, and the
information is found to be acceptable, it is the Agency’s
expectation that resolution of the deficiencies will result in
the granting of your application.

2. withdraw the applications. Alternatively, you may notify
us not later than October 20, 2011 that you are withdrawing
your applications. As noted above, withdrawal concludes the
Agency’s review of your application. Should you choose to
resubmit your application, it would be subject to a new
deadline for making a determination on your application and a
new registration service fee,

3. Do nothing. If you do not respond to this letter by
December 7, 2011 or if you do not wish to re-negotiate the PRIA
deadline, the Agency will issue a determination not to grant
your application. A determination not to grant your
application would remove your application from the provisions
of PRIA. Subsequent re-submissions would require a new PRIA
application and fee. Because this determination is not a

denial under section 3(c) (6) of FIFRA, you may request that
EPA issue a formal denial under procedures outlined in section
3(c) (6) of FIFRA and 40 CFR § 152.118. The process includes
publication of a notice of denial in the Federal Register and a
possible public hearing. If the request for a formal denial is
not received 75 days from the date of this letter, the Agency
will administratively withdraw the submission pursuant to 40
CFR 152.105.

Please respond to this letter by October 20,
2011 by contacting Tracy Lantz by telephone, {703) 308-6415, or by e-mail at Lantz.tracy@epa.gov, Velma
Noble by telephone at (703)
308-6233 or by e-mail at Noble.velma@epa.gov with a response and for any questions concerning this letter.
When submitting information or data in response to this letter, a copy of this letter should accompany the
submission to facilitate processing.
{Embedded image moved to file: pic07358.jpg) (attachment "9386-UO Cover Ltr Preliminary Analysis.pdf"
deleted by Tracy Lantz/DC/USEPA/US) (attachment “$386-UO Preliminary Analysis.pdf"
deleted by Tracy Lantz/DC/USEPA/US]
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Fw: 75 day deficiency letter for 9386-UC

i é !Q!ém Tracy Lantz to: Snyder Colleen 10/12/2011 02:28 PM
Cc: Velma Noble

| just called you again today and left messages at both of your phone numbers,

Please reply to Velma or myself as soon as possible.

We need confirmation of whether your data was sent to front end processing, will any additional data be
submitted and you need to renegotiate the due date to allow time for Agency review of your new
information.

(see my previous e-mail messages and letters dated July 14th and Sept 22nd)

Than/k§

Tracy Lantz

Regulatory Team 31

Antimicrobials Division

U. 8. Environmental Protection Agency
Phone: (703) 3086415

FAX: {703) 3088481

—- Forwarded by Tracy Lantz/DC/USEPA/IS on 10/12/2011 02:25 PM -

From: Tracy Lantz/DC/USEPA/US

To: Snyder Colleen <Colleen.Snyder@kemira.com>
Ce Velma Noble/DC/USEPA/US@EPA

Date: 10/11/2011 11:03 AM

Subject: RE: 75 day deficiency letter for 9388-U0

Friday and Monday were my days off.
We just called you and left messages at both of your numbers.
Please return our call as soon as possible.

Thanks

a0
JM?jLM

;M___,,,/}

Tracy Lantz

Regulatory Team 31

Antimicrobials Division

U. 8. Environmental Protection Agency
Phone: (703) 308-8415

FAX: (T03) 3088481

Snyder Colleen Tracy. if you'have time in schedute today, { woul..." - :10/07/201108:14:26 AM
From: Snyder Colleen <Colleen. Snyder@kemira.com>
Ta: Tracy Lantz/DC/USERPA/US@EPRA

64



Ce: Jeff Jones <jiones@deita-ac.com>, Velma Noble/DCHUSEPA/US@EPA
Date: 10/G7/2611 08:14 AM
Subject: RE: 75 day deficiency letter for 9386-U0

Tracy,

If yvou have time in schedule today, I would like to have a telephone
conversation.

Colleen M Snyder

Product Safety Expert, Biocides- North America, Global Tissue Speclalties &
Felt Cleaners

Tel +678 819 4566|Mobile +412-780-7913|Colleen.Snydere@kemira.com

Kemira Chemicals, Inc 1000 Parkwood Circle, Suite 500, Atlanta, GA 303392 Usa
www.kemira.com | www.waterfootprintkemira.com

The content of this message is confidential and it may contain information
protected by copyright.

If you have received this message in error, forwarding, copying, printing or
other use of it is prohibited.

We request that you inform the sender of the error and then delete the
message .

~~~~~ Original Message-----

From: Lantz.Tracy®@epamail.epa.gov [mailto:Lantz.Tracy@epamaill.epa.gov]
Sent: Thursday, Octcober 06, 2011 6:05 PM

To: Snyder Colleen

Cc: Jeff Jones; VelmaNoble/DC/USEPZ/US

Subject: Fw: 75 day deficiency letter for 92386-U0

Is the preliminary analysis the only study you intend to submit at this time?
Are you still waiting for other chemistry studies to be completed?

Pleaszse algo recall that as per the attached 75 day deficiency letter, you must
reply with a proposed renegotiated due date of 120 days from the date your fix
ig received at front end processing.

[Embedded image moved to file: picl0430.jpgl

~~~~~ Forwarded by Tracy Lantz/DC/USEPA/US on 10/06/2011 06:00 PM -----

From: Tracy Lantz/DC/USEPA/US

To: Snyder Colleen <Colleen.Snyder@kemira.com>

Ce: Velma Noble/DC/USEPA/US@EPA, Jeff Jones
<jjones@delta-ac.com>

Date: 10/05/2011 05:28 PM

Subject: RE: 75 day deficiency letter for 2386-U0

Please confirm that you have sent hard copies of both of these documents to
front end processing so that this study will receive an MRID.

Once vour study has passed the front end screening for 86-5 and recelved an
MRID I will be able to place the data into review with our chemists.
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Thanks
{Bmbedded image moved to f£ile: picl9451.7ipg)

From: Snyder Colleen <Colleen.Snyder@kemira.coms>
To: Tracy Lant z/DC/USEPA/US@EPA
Co: Velma Noble/DC/USEPA/US@EPA, Jeff Jones

<jjones@delta-ac.com>, Dennis Edwards/DC/USEPA/US@EBA,
“abramson, Stanley {Abramson.Stanley@ArentFox.com)"
<Abramson.Stanley@irentFox. com>, Keegan Ken
«Ken.Keegan@kemira.com>

Date: 10/05/2011 05:19 PM
Subject: RE: 75 day deficiency letter for 2386-U0
Hi Tracy,

I have attached the Preliminary Analysis conducted on the source material and
covering letter to be further forwarded to those reviewing subject. Please
let me know as soon as possible that you are in receipt and the deficiencies
addressed in your previous emails have been fulfilled.

Respectfully submitted,

Colleen M Snyder
Product Safety Expert, Biocides- North America, Global Tissue Specialties &
Felt Cleaners Tel +678 819 4566 |Mobile +412-780-7913|Colileen.Snyderekenira.com

Kemira Chemicals, Inc 1000 Parkwood Circle, Suilte 500, Atlanta, GA 3033% USA
www . kemilra.com | www.waterfootprintkemira. com

The content of this message is confidential and i1t may contain information
protected by copyright.

If you have received this message in error, forwarding, copying, printing or
other use of it is prohibited.

We request that you inform the sender of the error and then delete the
message.

————— Original Message-----

From: Lantz.Tracy@epamail.epa.gov [mailto:Lantz.Tracyeepamail.epa.gov]
Sent: Tuesnday, September 27, 2011 4:46 PHM

To: Snyder Colleen; Jeff Jones

Cc: Noble.Velma@epamail.epa.gov

Subject: Fw: 75 day deficiency letter for 2386-UC

Please confirm that you received this message which was sent last week.

Thanks
{(Embedded image moved to file: picll320.jpg)

----- Forwarded by Tracy Lantz/DC/USEPA/US on 09/27/2011 04:45 PM -----
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From: Tracy Lantz/DC/USEPA/US

To: "1 8nyder Colleen''" «Colleen.Snyder@kemira.coms,
"Jeff
Jones®
<jjones@delta-ac.coms
Co: Velma Noble/DC/USEPA/US@EPA, Dennis
Edwards/DC/USEPR/US@EPA
Date: 09/22/2011 05:52 PM
Subiject: 75 day deficiency letter for 9386-U0

We have received the information you submitted at the end of aAugust, 2011.
This additional information still does not satisfy the deficiencies associated
with the data requirements for the unregistered source of active ingredient.
We have discussed your application with

our Office of General Counsel. Please see the letter below for

additional details.

You will receive a hard copy of this letter in the mail soon.
Please reply indicating that you have received this message.

OPP Decision Number D445675

Colleen Snyder
Kemira Chemicals Inc.
1950 Vaughn Road
Kennesaw, GA 30144

Subject: Fennosurf 586

EPA Pile Symbol: 9386-U0

Application Dated: February
i7, 2011

BEPA Receipt Date: February
22, 2011

Dear Ms. Snyder:

Our records indicate that the decision review period
for EPA to make a determination regarding the above referenced application
ends on December 23, 2011 as pursuant to the Pesticide Registration
Improvement Act {PRIA). The application has been determined, pursuant to 40
CFR 152.105, not to be sufficiently complete to process; therefore, the
application is considered deficient. You are permitted
75 days to respond to the deficiencies listed below before the Agency
withdraws yvour application. Therefore you must contact the Agency by December
8,

2011 to explain how yvou will address the deficiencies along with a mutually
agreed upon renegotiated PRIA due date or receive a determination not to grant
your application.

If, after 75 days from the date of this letter, you
do not respond, or you subsequently fail to complete the application within
the time scheduled for completion, the Agency will terminate any action on the
application, and will treat the application as if it has been withdrawn by the
applicant. This action would result in your submission being removed from the
provisions of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA)
and PRIA. Any subsequent submission relating to the application must be
submitted as a new PRIA application and subject to fees.

67



Address the following deficiencies:

Chemistry Data on the Scurce Material

Your formulation does not utilize an EPA

registered source
of active ingredient. Therefore you must provide chemistry data
on the unregistered technical scurce of active ingredient. We

will use this information to make a determination as to whether or

not your product is similar teo other registered known sources of
this active ingredient. Your application includes chemistry data
on the formula yvou intend to register (7.59%), but not on the
technical source

The chemistry data requirements are necessary

as per the
regulations at Part 158. This is true even when the assertion is
made that the formulated product is ildentical to ancther cited
product. Citing data on the Buckman products {EPA Reg. No.
1448-432 and 1448-433) will ncot satisfy the data requirements.
The chemistry data in part serves the impertant function of
verifying the information provided on the CSF. This function
cannot be achieved by citing existing data on other registered
products, however simllar they are asserted to be.

Submit studies performed on the unregistered

source of
active ingredient to satisfy the Group A and B chemistry data
requirements.

These deficiencies must be corrected hefore the Agency can proceed
further with this application. You are urged to contact the Agency before

December 8, 2011 and commit to a schedule to rescolve the deficiencies
including yvour propeosed re-negotiated due date for this PRIA action.

You have the following three opticons.

1. Resolve the issue(s). You may resolve the issues
identified in this letter by submitting a reply tc the Agency
by October 20, 2011 with information as how you plan teo address
the deficiencies. Please include vour proposed re-negetiated
PRIA due date and the date yvou expect to submit the £ix at this
time. Your re-negotiated PRIA due date must include the date
that you expect to submit the £ix plus an additicnal 120-days
for Agency review. If no cother issues arise as a result of your
response to this letter or during our review process, and the
information is found to be acceptable, it is the Agency’s
expectation that reseclution of the deficiencies will result in
the granting of your application.

2. Withdraw the applications. Alternatively, you may notify
us neot later than Cctcber 20, 2011 that you are withdrawing
your applications. As noted above, withdrawal concludes the
Agency’s review of your application. Should you choose to
resubmit vour application, it would be subject to a new
deadline for wmaking a determination on vour application and a
new registration service fee.

3. Do nothing. If you do not respond to this letter by
December 7, 2011 or if you do not wish te re-negotiate the PRIA

68
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Lantz.tracy@epa.gov , Velma Noble by telephone at

deadline, the Agency will issue a determination not to grant
your application. A determination not to grant your
application would remove your application from the provisions
of PRIA. Subseguent re-submissions would require a new PRIA
application and fee. Because this determination is not a
denial undex section 3{c) {6) of FIFRA, you may request that
EPA issue a formal denial under procedures outlined in section
3{c) (6) of FIFRA and 40 CFR § 152.118. The process includes
publication of a notice of denial in the Federal Register and a
pessible public hearing. If the request for a formal denial is
not received 75 days from the date of this lettex, the Agency
will administratively withdraw the submission pursuant to 40
CFR 152.105.

Please respond to this letter by October 20, 2011 by
contacting Tracy Lantz by telephone, {703) 308-6415, or by e-mall at

{703) 308-6233 or by e-mail

at Noble.velma®@epa.gov with a response and for any gquestions concerning this

letter.

When gubmitting information or data in response to this letter, a

copy of this letter should accompany the submission to facilitate processing.

{Embedded image moved to file: pic07358.jpg) [attachment "9386-U0 Cover Ltrx

Preliminary Analysis.pdf! deleted by Tracy Lantz/DC/USEPA/US] [attachment
¥9386-U0C Preliminarxy Analysig.pdf®
deleted by Tracy Lantz/DC/USEPA/US)
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RE: 75 day deficiency letter for 9386-UQ [}
Tracy Laniz to: Snyder Colleen 10/05/201 t 05:28 PM

Please confirm that you have sent hard copies of both of these documents to front end processing so that
this study will receive an MRID,

Once your study has passed the front end screening for 86-5 and received an MRID [ will be able to place
the data into review with our chemists.

Thanks s oy O
/ 4 \3‘3‘\\\9}3}3@%& v U
< J ,-fmffj, {é{k‘%’“ & wﬂ& 5 (}P @35‘

S W p
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Tracy Lantz St ¥ ¢

Regulatory Team 34

Antimicrobials Division

U. 8. Environmental Protection Agency

Phone: (703) 308-6445

FAX: {(703) 3088481

Snyder Colleen Hi Tracy, | have attached the Preliminary Analys... 10/05/2011 05:19:04 PM

From: Snyder Ccileen <Colleen.Shyder@kemira.com>
To: Tracy Lantz/DCAUSEPA/US@EPA
Cc: Veima Noble/DC/USEPA/US@EPA, Jeff Jones <jjones@delta-ac.com>, Dennis

Edwards/DCAISEPA/US@EPA, "Abramson, Stanley (Abramson.Stanley@Arent~ox.com)”
<Abramson.Stanley@ArentFox.com>, Keegan Ken <Ken.Keegan@kemira.com=

Date: 10/05/2011 05:18 PM
Subject; RE: 75 day deficiency letler for 9386-U0C
Hi Tracy,

I have attached the Preliminary Analysis conducted on the source material and
covering letter to be further forwarded to those reviewing subject. Please
let me know as soon as possible that you are in receipt and the deficiencies
addressed in your previous emails have bheen fulfilled.

Respectfully submitted,

Colleen M Snyder

Product Safety Expert, Blocides- North America, Global Tissue Specialties &
Felt Cleaners

Tel +678 819 4566|Mobile +412-780-7913|Colleen.Snyder@kemira.com

Kemira Chemicals, Inc 1000 Parkwood Circle, Suite 500, atlanta, GA 30339 USA
www. kemira.com | www, waterfootprintkemira. com

The content of this message is confidential and it may contain information
protected by copyright.

If you have received this message in error, forwarding, copying, printing or
other use of it is prohibited.
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RE: 75 day deficiency letter for 3386-U0
Snyder Colleen 1o; Tracy Lantz 10/05/2011 05:19 PM
. Velma Noble, Jeff Jones , Dennis Edwards, "Abramson,

ce: Stanley {Abramson, Staniey@ArentFox.com)”, Keegan Ken

This message has been replied to

———

9386-UO Cover Ltr Preli minary Analysis.pdf

Hi Tracy,

I have attached the Preliminary analysis conducted on the source material and
covering letter to be further forwarded to those reviewlng subject. Please
let me know as soon as possible that you are in receipt and the deficiencies
addressed in your previocus emalls have been fulfilled.

Respectfully submitted,

Colleen M Snyder

Product Safety Expert, Biocides- North America, Global Tissue Speclalties &
Felt Cleaners

Tel +678 819 4566|Mobile +412-780-7913 |Colleen.Snyderekemira.com

Kemira Chemicals, Inc 1000 Parkwood Circle, Sulte 500, Atlanta, GA 30339 USa
www.kemira.com I www.waterfootprintkemira. con

The content of this message is confidential and it may contain information
protected by copyright.

If you have received this message in error, forwarding, copving, printing or
other use of it is prohibited.

We request that you inform the sender of the error and then delete the
message.

----- Original Message-----

From: Lantz.Tracy®epamail.epa.gov [mailto:Lantz.Tracye@epamail.epa.gov]
Sent: Tuesday, September 27, 2011 4:46 PM

To: Snyder Colleen; Jeff Jones

Cc: Noble.Velma@epawail.epa.gov

Subject: Fw: 75 day deficiency letter for 2386-U0

Please confirm that yvou received this message which was sent last week.

Thanks
{Embedded image moved to file: picll320.jpg)

----- Forwarded by Tracy Lantz/DC/USEPA/US on 09/27/2011 04:45 PM ----~-
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From: Tracy Lantz/DC/USEPA/US

To: "1 gnyder Colleen'" <«Colleen.Snyder@kemira.coms», "Jeff Jones"
<jjones@delta-ac, com=

Ce: Velma Nokle/DC/USEPA/US@EPA, Dennis Rdwards/DC/USEPA/US@EPA

Date: 09/22/2011 05:52 BM

Subject: 75 day deficiency letter for 9386-U0

We have received the information you submitted at the end of August, 201l.
This additional information still does not satisfy the deficiencies associated
with the data requirements for the unregistered source of active ingredient.
We have discussed vour application with

our Office of General Counsel. Please see the letter below for

additional details.

You will receive a hard copy of this letter in the mail soon.
Please reply indicating that you have received this mesgage.

OPP Decision Number D445675

Colleen Snyder
Kemira Chemicals Inc.
1950 Vaughn Road
Kennesaw, GA 30144

Subject: Fennosurf 586
EpPA File Symbol: 9386-U0
Application Dated: February 17, 2011
BEPA Receipt Date: February 22, 2011

Dear Ms. Snyder:

Our records indicate that the decision review period for EPA to
make a determination regarding the akove referenced application ends on
December 23, 2011 as pursuant to the Pesticide Registration Improvement Act
{PRIA). The application has been deterwmined, pursuant to 40 CFR 152.105, noct
to be sufficiently complete to process; therefore, the application is
consldered deficient. You are permitted 75 days to respond to the
deficiencies listed below before the Agency withdraws your application.
Therefore you must contact the Agency by December 8,

2011 to explain how you will address the deficiencies along with a mutually
agreed upon renegotiated PRIA due date or receive a determination not to grant
your application.

If, after 75 days from the date of this letter, you do not
respond, or you subseguently fail to complete the application within the time
scheduled for completion, the Agency will terminate any action on the
application, and will treat the application as i1f it has been withdrawn by the
applicant. This action would result in your submission being removed from the
provisions of the Federal Insecticide, Fungicide, and Rodenticide Rct {(FIFRA)
and PRIA. Any subsequent submission relating to the application must be
submitted as a new PRIA application and subject to fees.

Rddress the following deficiencies:
Chemistry Data on the Source Material

Your formulation does not utilize an EPA registered source
of active ingredient. Therefore you must provide chemistry data
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further with this application.

on the unregistered technical source of active ingredient. We
will use this information to make a determination as to whether or
not your preoduct is similar to other registered known sources of
this active ingredient. Your application includes chenmistry data
on the formula you intend to register {7.58%), but not on the
technical source

The chemistry data requirements are necessary as per the

regulations at Part 188. This is true even when the assertion is
made that the formulated product is identical to another cited
product. Citing data on the Buckman products (EPA Reg. No.
1448-432 and 1448-433) will not satisfy the data requirements.
The chemistry data in part serves the important function of
verifying the information provided on the CS8F. This function
cannot be achieved by citing existing data on other registered
products, however similar they are asserted to be.

Submit studies performed on the unregistered source of

active ingredient to satisfy the Group A and B chemistry data
requirements.

These deficiencies must be corrected before the Agency can proceed

You have the following three options.

1. Resocolve the issue{s). You may resolve the issues
identified in this letter by submitting a reply to the Agency
by October 20, 2011 with information as how you plan to address
the deficiencies. Please include your proposed re-negotiated
PRIA due date and the date you expect to submit the fix at this
time. Your re-negotiated PRIA due date must include the date
that you expect to submit the fix plus an additional 120-days
for Agency review. If no other issues arise as a result of your
response to this letter or during our review process, and the
information is found to be acceptable, it is the Agency’'s
expectation that resolution of the deficiencies will result in
the granting of your application.

2. Withdraw the applications. Alternatively, you may notify
us not later than October 20, 2011 that you are withdrawing
your applications. As noted akove, withdrawal concludesz the
Agency’s review of your application. Should you choose to
resubmit your application, it would be subject to a new
deadline for making a determination on vour application and a
new registration service fee.

3. Do nothing. If you do not respond to this letter by
December 7, 2011 or if you do not wish to re-negotiate the PRIA
deadline, the Agency will issue a determination not to grant
your application. A determination not to grant vour
application would remove vour application from the provisions
of PRIA. Subseguent re-submissions would require a new PRIA
application and fee. Because this determination is not a
denial under section 3{c) {&) of FIFRA, you may reguest that
EPA issue a formal denial under procedures outlined in section
3{c) (6} of FIFRA and 40 CFR § 152.118. The process includes
publication of a notice of denial in the Federal Register and a
possible public hearing. If the request for a formal denial iz

You are urged to contact the Agency before
December 8, 2011 and commit to a schedule to resclve the deficiencies
including your proposed re-negotiated due date for this PRIA action.
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not received 75 days from the date of this letter, the Agency
will administratively withdraw the submission pursuant to 40
CPFR 152.105.

Please respond to this letter by October 20, 2011 by contacting
Tracy Lantz by telephone, (703} 308-56415, or by e-mail at Lantz.tracy@epa.gov
, Velma Noble by telephone at (703} 308-6233 or by e-mail at
Noble.velma@epa.gov with a response and for any questions concerning this
letter. When submitting information or data in response to this letter, a
copy of this letter should accompany the submission to facilitate processing.
(Embedded image moved to f£ile: pic07358.:pg)
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Kemira

Product Safety

5-Oct-2011 FENNOSURF 586 (EPA REG. # 9386-UQ)

Ms. Velma Noble Product Manager #31
Office of Pesticide Programs

US Environmental Protection-Agency
Antimicrobial Division (7504P)

1200 Pennsylvania Avenue NW
Washington DC 20460

Courier:

Document Processing Desk (REGFEE)

Ms. Velma Noble Product Manager #31

Office of Pesticide Programs (7504P)

Room 8-4900 One Potomac Yard-South Building
2777 South Crystal Drive

Arlington VA 22202-4501

VIA eMail

RE: Response to Deficiencies: Your email dated 22SEPT2011 75 day deficiency letter for
9386-U0

Dear Ms Noble:

In response to your email dated September 22, 2011 Kemira respectfully provides the included
information that will satisfy the notated deficiency:

One (1) copy Final Report titled Preliminary Analysis of Ammonia FENNOSURF 586, US
EPA PRODUCT PROPERTIES TEST GUIDELINES OPPTS 830.1700.

The Agency has requested data to validate Kemira Chemicals Inc claim of Substantially Similar
product identity to supperta Me-Too application. Kemira’s application cites existing data
provided to the Agency on both the Source Material and the End Use Product. The only
remaining question is fo supply data to confirm Kemira’s unregistered source material
(ammonia} is Substantially Similar to the cited products.

Kemira feels it may have created some confusion at the Agency around ammonium sulfate being
used as an ingredient to generate the source material, ammonia. To help make this clearer a brief
discussion of the formulation process follows.

Page 1 of2
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Kemira

Product Safety

The Preliminary Analysis supplied here was conducted on
five laboratory batches of Fennosurf 586. It shows that the arrival to aqueous ammonia is
identical to that of the EPA registered source in Kemira’s Selective Cite All
application. Kemira is available at your convenience o discuss this chemistry further and would
appreciate your forwarding the Preliminary Analysis on for review along with the application
materials previously submitted.

Respectfully,

(bl X Sy

Colleen M Snyder
Product Safety Expert

cc: Tracy Lantz — EPA

Dennis Edwards-EPA

Stanley H. Abramson, Partner-Arent Fox LLP
Jeff Jones-Delta

Fw 75 day
deficdlency letter for 9

Page 2 of 2
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UNIVED STATES ENVIRONMENTAL PROTECH UN AGENCY

QPP Decision Number D445675

L i R
H
Colleen Snyder :
Kemira Chemicals Inc. X :
1950 Vaughn Road §OSEP 22 aon |
Kennesaw, GA 30144 3 : .
. H

RO RS A T

Subject: Fennosurf 586
EPA File Symbol: 9386-UC
Application Dated: February 17, 2011
EPA Receipt Date: February 22, 2011

Dear Ms. Snyder:

Our records indicate that the decision review period for EPA to make a
determination regarding the above referenced application ends on December 23, 2011 as
pursuant to the Pesticide Registration Improvement Act (PRIA). The application has
been determined, pursuant to 40 CFR 152.105, not to be sufficiently complete to process;
therefore, the application is considered deficient. You are permitted 75 days to respond
to the deficiencies fisted below before the Agency withdraws your application. Therefore
youmust contact the Agency by December 8. 2011 to explain how you will address the
deficiencies along with a mutually agreed upon renegotiated PRIA due date or receive a
determination not to grant your application.

If, after 75 days from the date of this letter, you do not respond, or you
subsequently fail to complete the application within the time scheduled for completion,
the Agency will terminate any action on the application, and will treat the application as
if it has been withdrawn by the applicant. This action would resuit in your submission
being removed from the provisions of the Federal Insecticide, Fungicide, and Rodenticide
Act (FIFRA) and PRIA. Any subsequent submission relating to the application must be
submitted as a new PRIA application and subject to fees.

COHCURRENCES

i Recycled Fa oF £ COPY
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UNITED STATES ENVIRONMENTAL PROTECTioN AGENCY

Address the following deficiencies:

Chemistry Data on the Source Material

Your formulation does not utilize an EPA registered source of active
ingredient. Therefore you must provide chemistry data on the unregistered
technical source of active ingredient. We will use this information to make a
determination as to whether or not your product is similar to other registered
known sources of this active ingredient. Your application includes chemistry data
on the formula you intend to register (7.59%), but not on the technical source

'The chemistry data requirements are necessary as per the regulations at
Part 158. This is true even when the assertion is made that the formulated product
is identical to another cited product. Citing data on the Buckman products (EPA
Reg. No. 1448-432 and 1448-433) will not satisfy the data requirements. The
chemistry data in part serves the important function of verifying the information
provided on the CSF. This function cannot be achieved by citing existing data on
other registered products, however similar they are asserted to be.

Submit studies performed on the unregistered source of active ingredient
to satisfy the Group A and B chemistry data requirements.

These deficiencies must be corrected before the Agency can proceed further with

e

this application. You are urged to contact the Agency before December 8, 2011 and
commtit to a schedule to resolve the deficiencies 1nclud1ng your proposed re-negotiated

due date for this PRIA action.

You have the following three options,

1. Resolve the issue(s). You may resolve the issues identified in this letter
by submitting a reply to the Agency by October 20. 2011 with information as
how you plan to address the deficiencies. Please include your proposed re-
negotiated PRIA due date and the'date you expect to submit the fix at this
time. Your re-negotiated PRIA due date must include the date that you expect

Juswieal) [enusplyuod 0} pajiius aq Aew UoBWIOoUI 824N0S Jusipalbul Jonpold,

to submit the fix plus an additional 120-days for Agency review. If no other
issues arise as a result of your response to this letter or during our review
process, and the information is found to be acceptable, it is the Agency’s
expectation that resolution of the deficiencies will result in the granting of

your application.

2. Withdraw the applications. Alternatively, you may notify us not later
than October 20, 2011 that you are withdrawing your applications. As noted
ab ove, mthdrawal concludes the Agency s review of your application.

1, 11 would be sujecttoanew
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

deadline for making a determination on your application and a new
registration service fee,

3. Do nothing. If you do not respond to this letter by December 7, 2011 or if
you do not wish to re-negotiate the PRIA deadline, the Agency will issue a
determination not to grant your application. A determination not to grant your
application would remove your application from the provisions of PRIA,
Subsequent re-submissions would require a new PRIA application and fee.
Because this determination is not a denial under section 3(c) (6) of FIFRA,
you may request that EPA issue a formal denial under procedures outlined in
section 3(c) (6) of FIFRA and 40 CFR § 152.118. The process includes
publication of a notice of denial in the Federal Register and a possible public
hearing. If the request for a formal denial is not received 75 days from the
date of this letter, the Agency will administratively withdraw the submission
pursuant to 40 CFR 152.105.

Please respond to this letter by October 20, 2011 by contacting Tracy Lantz by
telephone, (703) 308-6415, or by e-mail at Lantz tracy(@epa.gov , Velma Noble by
telephone at (703) 308-6233 or by e-mail at Noble.velma@epa.goy with a response and
for any questions concerning this letter. When submitting information or data in response
to this letter, a copy of this letter should accompany the submission to facilitate
processing.

Sincerely,

Fry |
T,

Velma Noble

Product Manager 31

Regulatory Management Branch [
Antimicrobials Division (7510P)

7510P: T.Lantz:9/19/11 9386-UO 2™ letter more than 75 days

CONCURREHCES
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75 day deficiency letter for 9386-UQO
N8  Tracy Lantz to: ‘Snyder Colleen’, Jeff Jones 08/22/2011 05:52 PM

We have received the information you submitted at the end of August, 2011, This additional information
still does not satisfy the deficiencies associated with the data requirements for the unregistered source of
active ingredient. We have discussed your application with our Office of General Counsel. Please see
the letter below for additional details.

You will receive a hard copy of this letter in the mail soon.
Please reply indicating that you have received this message.

QPP Decision Number D445675

Colleen Snyder
Kemira Chemicals Inc.
1950 Vaughn Road
Kennesaw, GA 30144

Subject: Fennosurf 586
EPA File Symbol: 9386-UQ
Application Dated: February 17,2011
EPA Receipt Date: February 22, 2011

Dear Ms. Snyder:

Our records indicate that the decision review period for EPA to make a determination
regarding the above referenced application ends on December 23, 2011 as pursuant to the
Pesticide Registration Improvement Act (PRIA). The application has been determined, pursuant
to 40 CFR 152.105, not to be sufficiently complete to process; therefore, the application is
considered deficient. You are permitted 75 days to respond to the deficiencies listed below
before the Agency withdraws your application. Therefore you must contact the Agency by
December 8, 2011 to explain how you will address the deficiencies along with a mutually agreed
upon renegotiated PRIA due date or receive a determination not to grant your application.

If, after 75 days from the date of this letter, you do not respond, or you subsequently fail
to complete the application within the time scheduled for completion, the Agency will terminate
any action on the application, and will treat the application as if it has been withdrawn by the
applicant. This action would result in your submission being removed from the provisions of the
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) and PRIA. Any subsequent
submission relating to the application must be submitted as a new PRIA application and subject
to fees.

Address the following deficiencies:
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Chemistry Data on the Source Material

Your formulation does not utilize an EPA registered source of active ingredient.
Therefore you must provide chemistry data on the unregistered technical source of active
ingredient. We will use this information to make a determination as to whether or not
your product is similar to other registered known sources of this active ingredient. Your
application includes chemistry data on the formula you intend to register (7.59%), but not
on the technical source-

The chemistry data requirements are necessary as per the regulations at Part 158.
This is true even when the assertion is made that the formulated product is identical to
another cited product. Citing data on the Buckman products (EPA Reg. No. 1448-432
and 1448-433) will not satisfy the data requirements. The chemistry data in part serves
the important function of verifying the information provided on the CSF. This function
cannot be achieved by citing existing data on other registered products, however similar
they are asserted to be.

Submit studies performed on the unregistered source of active ingredient to satisfy
the Group A and B chemistry data requirements.

These deficiencies must be corrected before the Agency can proceed further with this
application. You are urged to contact the Agency before December 8, 2011 and commit to a
schedule to resolve the deficiencies including your proposed re-negotiated due date for this PRIA
action.

You have the following three options.

1. Resolve the issue(s). You may resolve the issues identified in this letter by
submitting a reply to the Agency by October 20, 2011 with information as how you
plan to address the deficiencies. Please include your proposed re-negotiated PRIA
due date and the date you expect to submit the fix at this time. Your re-negotiated
PRIA due date must include the date that you expect to submit the fix plus an
additional 120-days for Agency review. If no other issues arise as a result of your
response to this letter or during our review process, and the information is found to be
acceptable, it is the Agency’s expectation that resolution of the deficiencies will result
in the granting of your application.

2. Withdraw the applications. Alternatively, you may notify us not later than
Qctober 20, 2011 that you are withdrawing your applications. As noted above,
withdrawal concludes the Agency’s review of your application. Should you choose to
resubmit your application, it would be subject to a new deadline for making a
determination on your application and a new registration service fee.

3. Do nothing, If you do not respond to this letter by December 7, 2011 or if you do
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not wish to re-negotiate the PRIA deadline, the Agency will issue a determination not
to grant your application. A determination not to grant your application would
remove your application from the provisions of PRIA. Subsequent re-submissions
would require a new PRIA application and fee. Because this determination is not a
denial under section 3(c) (6) of FIFRA, you may request that EPA issue a formal
denial under procedures outlined in section 3(c) (6} of FIFRA and 40 CFR § 152.118.
The process includes publication of a notice of denial in the Federal Register and a
possible public hearing. If the request for a formal denial is not received 75 days
from the date of this letter, the Agency will administratively withdraw the submission
pursuant to 40 CFR 152.105.

Please respond to this letter by October 20, 2011 by contacting Tracy Lantz by telephone,
(703) 308-6415, or by e-mail at Lantz. tracv(@epa.gov , Velma Noble by telephone at (703)
308-6233 or by e-mail at Noble.velma@epa.gov with a response and for any questions
concerning this letter. When submitting information or data in response to this letter, a copy of
this letter should accompany the submission to facilitate processing.

A ,

Tracy Lantz

Regulatory Team 31

Antimicroblals Division

U. S. Environmental Protection Agency
Phone; {703) 30864415

FAX: (703) 308-8481
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citation of product chemistry data
iark Dyner to: Dennis Edwards, Tracy Lantz 09/09/201 t 04:06 PM

as discussed.

Mark Dyner
EPA Office of General Counsel

From: Mark Dyner/DC/USERPA/IS

Ta: “Lawrence A. Miller" <Imiller@biologicconsulting.com>

Cc: jmiller@biologicconsulting.com, Richard Gebken/DC/USEPA/US@EPA, Linda
Deluise/DC/USEPA/US@EPA

Date: 01/25/2011 12:35 PM

Subject: RE: | Have a Question

Larry,

Linda, Richard & | met recently to discuss your guestion. While we agreed that analytical methods can be
cited, the remaining product chemistry data requirements are necessary requirements for discrete
formulated (as opposed to repackaged) products. The regulations at Part 158 make clear that these are
product-specific requirements for formulated end-use products, such as Precision Control Technologies'
product. This is true even when the assertion is made that the formulated product is identical 1o another
cited product . The chemistry data in part serves the important function of verifying the fermula.
information provided on the CSF of the formulated product._This function cannot be achieved by citing to
existing data on other registered products, however similar they are asserted to be. If your client is not
interested in conducting these studies, you may wish to pursue a repack registration {or multiple repack
registrations) and claim the formulators' exemption for all required data, or, altlematively, perhaps you
could seek a supplemental distributorship(s) for an existing registration, rather than a separate registration
for a new formulated product. But that is your decision to make, obviously. In any case, if you're
dissatisfied with this answer, you are of course free to request a meeting with OPP management 1o raise

YOur concerns.

Regards,
Mark
Mark Dyner

EPA Office of General Counsel
(202) 564-1754

"L awrence A. Miller" Thanks Mark. Best Regards, 01/03/2011 01:15:47 PM
From: "Lawrence A, Miller” <imiller@hbiologicconsulting.com:>
To: Mark Dyner/DC/USEPA/US@EPRPA
Cc: <jmiller@biologicconsulting.com:
Date: 01/03/2011 0115 PM
Subject; RE: | Have a Question
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Thanks Mark.
Best Regards,

Larry -

Lawrence A, Miller
BIOLOGIC, Inc.

115 Obtuse Hill Road
Brookfield, CT (6804

Tel: {(203) 740-1200
Fax: {203y 740-1220
Email: lmiller@biclogicconsulting.com

CONFIDENTIALITY STATEMENT: This electronic message contains information that
may be confidential or privileged. The information is intended sclely for the
use of the individual{s) or entity({ies) named abowve. If you are not the
intended recipilent, be aware that any disclosure, copying. distribution, or
use of the contents ¢f this message is prohibited. If you have received this
email in error, please notify us immediately by telephone at 203-740-1200 or
by email reply and delete this message. Thank you.

~~~~~ Original Message--—--

From: dyner.markfepamail.epa.gov [mailto:dyner.mark@epamail.epa.gov)
Sent: Monday, January 03, 2011 1:14 PM

To: Lawrence A. Miller

Cc: jmiller@biclogicconsulting. com

Subject: Re: I Have a Question

Hey Larry,

Hope the new year finds you well. As to your question, I'm going to
touch base with Linda and Richard Gebken this week and then we’ll try to
get back with you as socon as possible thereafter.

Mark

Mark Dyner
EPA Office of General Counsel
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_________________________________________________________ 1
{I Have a Question

!

> _____________________________________________________________________________

_________________________________________________________ 1

Hi Mark:

I have a guestion with regard to data citation. We submitted an

application on behalf of Precision Control Technologies, Inc. for a

mosguiteo ULV formulation containing permethrin and piperonyl butoxide as

its active ingredients. This formulation is “identical” in its

composition teo a formulation that is currently registered by _
Precision Control Technologies chose to cite the

product chemistry studies Part A and B that was originally submitted by

_with an offer to pay for the use of their data.

Linda Deluise sent us a letter indicating that the application is
deficient because; {a.} the applicant cannot cite product chemistry
data, and; {(b.}) labeling language must be corrected in accordance with
the permethrin and piperonyl butoxide REDs (see attached .pdf file).
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The labeling language can easily be corrected and is not an issue for
us, however, we do not believe that there is anything in the regulations
that prevent the applicant from citing to another registrant’s data
e.g. since the product compositions are identical, it is a reasonable
assumption the product chemistry studies are also identical). Although
you may not remember, you and I had a similar discussion some years ago
and I recall that you indicated there was nothing in the statute that
would prevent an applicant from citing ancther company’s product
chemistry data. Can you please clarify this for me?

Many thanks, and wishing you a Healthy/Happy/Prosperons New Year.
Best Regards,

Larry -

Lawrence A. Miller
BIOLOGIC, Inc.

115 Obtuse Hill Road
Brookfield, CT 06804

Tel: {203} 740-1200
Fax: {203) 740-1220
Email: Imiller@biclogicconsulting.com

CONFIDENTIALITY STATEMENT: This electronic message contains information
that may be confidential or privileged. The information is intended
solely for the use of the individual{s} or entity{ies) named above. If
you are not the intended recipient, be aware that any disclesure,
copying, distribution, or use of the contents of this message is
prehibited. If you have received this email in error, please notify us
immediately by telephone at 203-740-1200 or by email reply and delete
this message. Thank you.

fattachment "OneTouch Dec 30, 2010 {1).PDF" deleted by Mark
Dyner/DC/USEPA/US]
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*Product ingredient source information may be entitled to confidential treatment*

*Internal deliberative information*

; Page 1 of 2

9386-U0 FENNOSURF 586

Snyder Colleen

'~ to:

" Tracy Lantz

08/26/2011 05:34 PM

Ce:

Dennis Edwards, Velma Noble, Keegan Ken, Jeff Jones
Hide Details

From: Snyder Colleen <Colleen.Snyder@kemira.com>

To: Tracy Lantz/DC/USEPA/US@EPA

Cc: Dennis Edwards/DC/USEPA/US@EPA, Velma Noble/DC/USEPA/US@EPA, Keegan
Ken <Ken.Keegan@kemira.com>, Jeff Jones <jjones@delta-ac.com>

History: This message has been forwarded.

4 Attachments

FENNOSURF 586 Group A Non-Confidential Vol IL.pdf FENNOSURF 586 Group B Vol IILpdf

Hi Traci,

material that wiil support our pesticide application for FENNOSURF $86. The emails attachments are [abeled in
four volumes, The application presentation is that of our original application dated February 17, 2011 and the
supplementary Data Matrix for the source material.

This email will fulfill Kemira’s commitment to present EPA our fix by August 28, 2011 and therefore, will not
require an additional extension to review the Product Chemistry as we have fully cited Buckman’s data by way of
Selective Cite All Data Matrix.

file://C:\Documents and Settingsitlantz\L.ocal Settings\Temp'\notes87944B\~web0940.htm 9I§/§0 11



We are all hoping that you stay safe during the storm.

Colleen M Snyder
Product Safety Expert-Biocides, Tissue Specialties

North America

WEVE MOVED!

Kemira Chemlcals Inc

1000 Parkweod Circle

Suite 560

Atlarta, GA 30339 USA

Phone: +578 819 4566

Fax: +673 819 4625

emall: Coliesn. Snyder@Kemira,com
ww, kemira.com

file://C:\Documents and Settings\tlaniz\Local Settings\Tempi\notes87944B\~web0940.htm

Page 2 of 2
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o PRINT THESE ASAP AND SEND TO FRONT END PROCESSING FOR
L[];ngm MRID Fw: 9386-UQO FENNOSURF 586
; L Tracy Lantz io: Tracy Lantzm

05/0772011 08:03 PM

Is this really group A & B chemistry data?
Were they supposed 1o sent this 1o front end?
Is this really the fix?

e

Tracy Lantz

Regulatory Team 31

Antimicrobiais Division

U. 8. Ervironmental Protection Agency
Phone: {703)308-6415

FAX: (703) 3088481

—-— Forwarded by Tracy Lantz/DC/AJSEPAAIS on 09/07/2011 08:00 PM —--

From: Snyder Colleen <Colleen.Snyder@kemira.com>

To: Tracy Lantz/DC/AUSEPAMUSE@EPA

Cc: Dennis Edwards/DC/USEPA/US@EPA, Velma Noble/DCAJSEPAUS@EPA, Keegan Ken
<Ken.Keegan@kemira.com=>, Jeff Jones <jjones@delta-ac.com>

Date: 08/26/2011 05:34 PM

Subject: 9386-UO FENNOSURF 586

Hi Tracj,

As per our meeting on Monday, August 22, 2011, | am sending you the Product Chemistry citation for
the source material that will support our pesticide application for FENNOSURF 586. The emails
attachments are labeled in four volumes. The application presentation is that of our original application
dated February 17, 2011 and the supplementary Data Matrix for the source material.

This email will fulfill Kemira’s commitment to present EPA our fix by August 28, 2011 and therefore, will
not require an additional extension to review the Product Chemistry as we have fully cited Buckman's
data by way of Selective Cite All Data Matrix.

We are all hoping that you stay safe during the storm.

Colleert M Snyder
Product Safety Expert-BioCides, Tissue Specialties
North America

WE'VE MOVED!

Kemira Chemicals Inc
4000 Parkwood Circte
Suite 500

Atlanta, GA 30339 USA
Phone: +678 849 4566
Fax: +5678 Bt% 4625
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emazli: Colleen. Snyden@Hemira.com
www. kemira.com

FENNOSURF 5w%zdmin Vol l.pdf FENNOSURF 586 Group A Confidential Vol ||.pdf

i

i

FENNOSURF 585 Group & Non-Confidential Yol Il.pdf FENMNOJSURF 586 Gioup 8 Vol lll.pdf
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SUPPLEMENT TO ORIGINAL END USE
PRODUCT REGISTRATION SUBMITTED

February 17, 201 1.

EPA REG # 9386-UO
MRID NUMBERS GRANTED

GROUP A PRODUCT CHEMISTRY MRID # 483992-01
GROUP B PRODUCT CHEMISTRY MRID # 483992-02

Inclusion of:
¢ DATA MATRIX ON SOURCE MATERIAL.

e REVISED END USE PRODUCT LABEL.

MATERIALS HAVE BEEN UPDATED TO
REFLECT COMPANY ADDRESS CHANGE, |
EPA REGISTRATION ID (9386-UO) AND
AQUEOUS AMMONIA SOLUTION
REFERENCES; AS DISCUSSED IN OUR
AUGUST 22, 2011 MEETING. ALL ELSE HAS
REMAINED AS PREVIOUSLY SUBMITTED.

o)



Kemira

FENNOSURF 586 (EPA REG. # 9386-UQ) package (AS AMENDED ON August 25, 2011)

Ms. Veima Noble Product Manager #31
Office of Pesticide Programs

US Environmental Protection Agency
Antimicrobial Division (7504F)

1200 Pennsylvania Avenue NW
Washington DC 20460

Courier:

Document Processing Desk (REGFEE)

Ms. Velma Neble Product Manager #31

Office of Pesticide Programs (7504P)

Room S-4900 One Potomac Yard-South Building
2777 South Crystal Drive

Arlington VA 22202-4501

Package to include:

Vol I

= Transmittal Page
» Cover Letter
= One (1) Copy: Application for Registration EPA Form 8570-1
* Two (2) copies: Confidential Statement of Formula
= One (1) Copy: Confidential Statement of Formula for an alternate formulation
* One (1) Copy: Data Matrix-End Use Product Specific
* One (1) Copy: Data Matrix-Source Material
o Citation with Respect to Data
o Data Submitters List
* One (1) Copy: Citation with Respect to Data (REVISED TO INCLUDE MRID NUMBERS
GRANTED FEBRUARY 22, 2011)
o Data Submitters List
= Five (5) copies: Draft Product Label
Vol II Product Chemistry Group A Non-Confidential (MRID # 483992-01)

Vol II Product Chemistry Group A Confidential Appendix
Vol 1I Product Chemistry Group B (MRID # 483992.02)
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TRANSMITTAL PAGE

Submitter: Kemira Chemicals, Inc.
1000 Parkwood Circle
Atlanta, GA 30339

Regulatory Action: . Fennosurf 586
{EPA File Symbol No. 9386 U0)

Me-~Too New Product Registration (PRIA-AS532)

Transmittal date: February 17, 2011

List of submitted studies:

o Volume I. Administrative Materials {Cover letter, Forms, Labels, Waivers)
MRIDs#

»  Volume I Product Chemistry Group A Public

MRID# (MRID # 483992-01)

*»  Volume I. Product Chemistry Group A CONFIDENTIAL ATTACEMENT

MRID#

e Volume II Product Chemistry Group B Public

MRID# (MRID # 483992-02)
Company Official: Colleen M Snvder @)CC@A/-_ M/L g-"""y AUL
{Signature)
Company Name: Kemira Chemicals Inc
Company contact: Colleen M Snyder 678-819-4566
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Re: Fennosurf 586; EPA File Symbol 9386-UO 1)

}:ﬂ% Tracy Lantz to: Jeff Jones 08/11/2011 06:04 PM

Cc "'Snyder Coileen™, Dennls Edwards, "'Keegan Ken"' Velma Nobie

Thanks for your message.
The earliest we can meet with you is on Monday, August 22nd at 10 AM Please reply with an indication of
whether you can meet at this time.

The other company that registered this active ingredient provided group A chemistry data. You need to
provide this data for your product as well.
Regarding the generic data requirements you would likely need to use the cite all method of support.

The 21 day screen of an application is a check to determine if the appropriate forms have been submitied.
It does not address whether or not individual data reguirements have been met.

Tracy Lantz

Regulatory Team 31

Antimicrobials Division

U. 8. Environmental Protection Agency
Phone: (703) 308-6415

FAX: {(703) 3088481

"Jeff Jones” 08/11/2011:05:29:21 PM
From: "Jeff Jones" <jjones@delta-ac.com:
To: Tracy Lantz/DC/USEPA/US@EPA
Co Dennis Edwards/DC/USEPA/USEEPA, Veima Noble/DC/USEPA/US@EPA, "Snyder Colleen™
<Colleen.Snyder@kemira.com>, "Keegan Ken" <Ken.Keegan@kemira.com>
Date: 08/11/2011 05:29 PM
Subject: Fennosurf 586; EPA File Symbol 8386-U0
Tracy:

Following up on our earlier request for a meeting to discuss the deficiencies identified in your
emaii of July 14, | am supplying the attached background materials. May we scheduie the
meeting on Tuesday, Wednesday or Thursday next week?

in lts resubmission due on August 28", Kemira proposes to address product chemistry

ining {o e of active ingredient using the certificates of analysis and
data to address preliminary analysis requirements.
Physical and chemical properties requirements wiil be addressed from public literature.

I am sending the following attachments which may assist you when gathering the correct and
appropriate EPA resources for our meeting:
Certificates of analysis for 5 samples of Kemira’s source material

Luswijeal) |euspijuod 0} pajiiius aq Aew UoNBWIOUI 824N0S Juslpalbul Jonpold.,
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. Chronology of Kemira’s initial application for registration of Fennosurf 586

The other generic data requirements will be addressed by either citing public literature, EPA |
assessments of ammonia, or previously submitted data with appropriate offers to pay
compensation.

Kemira has constructed the chronology to try to clarify how its application passed the 21-day
screening process and yet, no product chemistry review was conducted on the ostensibly
‘complete” package. We'd also like to understand why we were not informed of later deficiency
finding until approximately 3 weeks prior to the PRIA due date. The appearance is that the
product chemistry “deficiency” was bolstered by two other relatively minor deficiencies, a simple
label fix and a possible exclusive issue, which turned out fo be no issue at all.

Thanks for your consideration.

Sincerely,

Jeff Jones

sk el
Certificates of Analysis 5 batches source maten‘al‘pd_-_

L

Chronology Fennosurf 586 initial application for registration 11 Aug 2011.pdi G

LUOIJBWLIOJUI BANBIaqI[ap |eulalu|,
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CHRONOLOGY

Fennosurf 586
Initial Application for Registration
11 August 2011

17 February 2011 Kemira submits application

22 February 2011 EPA acknowledges receipt

28 February 2011 Kemira receives email from EPA classifying application as PR1A
category 532 and requesting additional fee of $2,977

7 March 2011 Kemira receives preliminary completeness check letter dated 2
March

15 March 2011 End of 21-day screening process (based on Feb. 22 receipt date)

5 April 2011 End of 21-day screening process (based on extension for payment

of additional fee)

14 July 2011 EPA notifies Kemira of three deficiencies by email

18-22 July 2011 Tracy Lantz on leave

26 July 2011 Kemira receives EPA deficiency letter dated 14 July 2011 and
postmarked 22 July 2011

5 August 2011 PRIA due date
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Re: FW: Deficiency letter for 9386-UO Ammonia for use in Pulp and Paper
Mills [
Tracy Laniz to. Jeff Jones 08/04/2011 05:00 PM

Thanks for your reply. Prior to the Agency participating in a meeting with you, we will have an internal
meeting to discuss your proposal and to prepare to address your concerms.

In order to have the pre-meeting, we need your additional background materials so that the individual
meeting members will have the opportunity to familiarize themseives with the information and hold a
productive pre-meeting.

Thus | am unable to schedule either meeting until { have your additional background materials. Cnce {
receive this information { will be abte to determine who should attend each meeting and work to schedule
both meetings. Please send the additional information via e-mail.

According to our records, we requested this detailed agenda on July 26th. |t appears that you receive the
request over a week ago on July 27th. We were already aware of the items/deficiencies which you
intended to discuss but needed additional detaiis 1o prepare for a meeting.

jﬂa.;ﬁ Cﬁ@@ﬂ

Tracy Lantz

Regulatory Team 31

Antimicrobials Division

U. 8. Environmental Protection Agency
Phone: (703) 308-6415

FAX: (703)308-8481

“Jeff Jones" Tracy: Following up on your émaif to Colieen Sn 08/04/2011:03:26:30 PM
From: "Jeff Jones" <jjones@delia-ac.com>
To: Tracy Lantz/DC/USEPA/US@EPA
Cc: Velma Noble/DC/USEPAUS@EPA, Dennis Edwards/DC/USEPA/US@EPA, "Snyder Colleen™
<Colleen.Snyder@kemira.com>
Date: 08/04/2011 03:26 PM
Subject: FW: Deficiency letter for 9386-UO Ammonia for use in Pulp and Paper Mills
Tracy:

Following up on your email to Colleen Snyder below, I am writing to request a
meeting on Wednesday, Thursday or Friday (10-12 August) next week to address
the issues identified below. Within those three days, may I ask that you not
achedule the meeting from 1-2 p.m. on Thursday as I already have a conference
call with other Agency officials during that time. I understand that
scheduling a meeting this quickly is unusual, but we have agreed to make a
resubmission by the 28th of August and want to have as much time as possible
to organize that submission after the meeting.

We have three primary Agenda items for the meeting:

. Kemira’'s proposed methods for addressing chemistry requirements
applicable to its source product

112
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. Revised data matrix for addressing cother generic data reqguirements
. Timing of reviews {(both lst round and on new submission)

I will submit additional background materials pertaining to each of these
agenda items by Monday. I assume that you will invite chemistry reviewers,
Velma and Dennis teo the meeting and all of these folks will ke critical to the
success of the meeting. Thanks for your consideration. Let me know 1f vou
have guestions or need additional information.

Best regards,

Jeff Jones
+1 301 680-7971 V
jjones@delta-ac.com

----- Original Message-----

From: Snyder Colleen [mailte:Colleen.Snyderekemira.com]

Sent: Tuesday, July 26, 2011 5:44 PM

To: 'Abramson.Stanley@ArentFox.com’; 'jjones@delta-ac.com'; Keegan Ken
Subkject: Fw: Deficiency letter for 9386-U0 Ammonia for use in Pulp and Paper
Mills

FYT

----- Original Message -----

From: Tracy Lantz [mailto:Lantz.Tracy@epamail.epa.gov)

Sent: Wednesday, July 27, 2011 12:15 AM

To: Snyder Colleen

Cc: Dennis Edwards <Edwards.Dennis@epamail.epa.govs>; Velma Nokle
<Nokle.Velma@epamail .epa.govs>

Subject: RE: Deficiency letter for 39386-UC Ammcnia for use in Pulp and Paper
Mills

Since we knew that the chemistry data package was incomplete (ne data on the
source of active ingredient), we did not send it for review, thus there ig not
a chemistry review to send you at this time., We only send data to review if
we feel hased on an initial scan that it is a complete package.

In order to schedule a meeting for yvou we need an agenda. This will help me
te assure that the correct individuals are in attendance at the meeting.
Please provide as much information as possibkble in yvour agenda so that we will
be able to adequately discuss your concerns/proposals.

{(Embedded image moved to file: pic3ll9s6.ipgl

From: Snyder Colleen <Celleen.Snyder@ékemira.coms

To: Tracy Lantz/DC/USEPA/USERPA

Cec: Dennis Edwards/DC/USEPA/US@EPA, Velma Noble/DC/USEPA/USE@EPA
Date: 07/26/2011 03:24 PM

Subject: RE: Deficiency letter for 9386-UC Ammonia for use in Pulp

and Paper Mills

Yes Tracy. But I would like to request a meeting as soon as possible to
discuss the deficiencies presented in your email. Is mid to late next week
good for your schedule?
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Recommendation of Division Directors
Negotiated Due Dates

Decision #: passers Registration #: 9386.U0 Petition #:

|:I See page 2 far additional registration entries

Chemical Name: Ammonia

Fee Category: A532 PRIA Decision Time Frame: 120 days

Submitted by: Tracy L Lanz Branch: ocseriorriap | Date: 071292011

Company: Kemira Chemicals, Inc.

Original PRIA Due Date: 08/05/2011 Proposed New PRIA Due Date: 12/23/2011
Previous Negotiated Due Dates:
Is the “Fix” in-house? [ |Yes No [ |wa If not, date “Fix” expected: 08/26/2011
Negotiated Due Date Reason: No{\: {Lox date
. ] |:| Praduct Chemistry DToxicoiogy |:| Acute Tox |:| Environmental an cglendar
Additional Data Required ) . ——
D Efficacy DEcoioglcal |:] Residue Other
. DPmduct Chemistry DAcute Tox DEfﬁcacy [ |Residue Toxicology  Adle Vel
Data Deficiencies . . . — .
|:] Environmental [ ]Ecological Labeling [/ ] Other Not Submitted Jé“‘é’(‘*
Late Risk Assessment |:] Human Health [ |Ecological revie
Interim Censideration D Agency Initiated DRegistrant Initiated
D CSF D Public Process |:| Risk lssues Environmental |:| Risk Issues Human Health
D Impurities Review Label |:| Administrative-FR Notice |:| Other — Comment Field

Summary of Deficiency Type(s): [ ] Not Submitted (N) [ ] Deficiencies (D)
Product Chemistry:[ | Acute Tox:[_| Efficacy:[ | Labeling:[/] Ecological Data:[ | Other (describe){ /|

See page two

Describe Interactions with Company (describe when contacted and company’s response including
response to previous negotiated due dates):
See page two

“75 Day” Letter sent? Yes, Date sentQ7/14/2011 |:|No and reason for none? 4dd camments an page 2

Rationale for Proposed Due Date: Allow time for fix to arfive and Agency review.

Registrant notified that this is the last negotiation? D Yes Not Applicabie
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et

Decision #: D445675 Registration #: 9386-U0 Petition #:

Issne(s) {describe in detail):
Registrant needs to correct active ingredients staterment on label, provide chemistry data on the source material, and generic data
compensation. Company has agreed to address each of these deficiencies.

Describe Interactions with Company: Less than 75 day deficiency leter was e-mailed and sent via USP to company on 7/14/2011,
Company representative responded via e-mail on 7/20 and 7/21 and also spoke to Branch Chief Dennis Edwards the same week. Agency
replied to company on 7/25 again listing deficiencies and the need for a fix date and renegotiated due date. Company representative and
company employee replied on 7/26. A fix date of 8/26 was proposed along with a request for a meeting with the Agency. A regenotiated

due date of 12/23/11 was also praposed.

Comment{s):
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Audit Trail for

Recommendation of Division Directors Negotiated Due Dates

PDF Name:PRiAvda.pdf
Form Number:PRIA
Document Identifier; PRiA-11210102318-TL
SUBMITTED an 07/29/2011 at 11:03:35 AM by CN=Tracy Lantz/OU=DC/O=USEPA/C=US
APPROVED on 07/20/2011 at 02:18:52 PM by CN=Veima Noble/OU=DCIO=USEPA/C=US
APPROVED on 07/29/2011 at 02:22:39 PM by CN=Emily MitchellfOU=DC/O=USEPA/C=US
APPROVED AND COMPLETED on 08/02/2011 at 07:58:40 AM by CN=Marty Monel/OU=DC/O=USEPA/C=US
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RE: Deficiency letter for 8386-UO Ammonia for use in Pulp and Paper Mills
Snyder Colleen to: Tracy Lantz 07/26/2011 03:24 PM
Cec. Dennis Edwards, Velma Ncble

Yes Tracy. But I would like to regquest a meeting as soon as possible to
- discuss the deficiencies presented in your email. Is mid to late next week
7 good for your schedule?

-----Qriginal Message-----

From: Tracy Lantz [mailto:Lantz.Tracy@epamail.epa.gov]

Sent: Tuesaday, July 26, 2011 3:21 PM

To: Snyder Colleen

Cc: Dennis Edwards; Velma Ncble

Subject: RE: Deficiency letter for 9386-U0 Ammonia for use in Pulp and Paper
Mills

Thank vou for yvour reply.

Just for clarification, is it correct that your fix will be in house by
8/26/11 and that you are agreeing to a renegotiated due date of
12/23/11 7

{Embedded image moved to file: picl2508.3pyg)

From: Snyder Colleen <Cclleen.Snyder@kemira.com:
To: Tracy Lantz/DC/USEPA/US@EPA
Ce: "i1Abramson, Stanley'" <abramson.Stanley@irentFox.coms,

Dennis Edwards/DC/USEPA/US®EPA, Velma Noble/DC/USEPAR/US@EPA,
Jeff Jones <jjones@delta-ac.com:

Date: 07/26/2011 03:15 PM

Subject: RE: Deficiency letter for 9386-U0 Ammconia for use in Pulp
and Paper Mills

Dear Ms. Lantz,

By way of this emaill, Kemira Chemicals Inc. hereby notifies EPA that
deficiencies as described in your letter of July 14, 2011 will be addressed
within 20 days of this email. Kemira Chemicals Inc. alsc accepts the 120 day
time frame as set forth in vyour e-mail.

Kemira respectfully requests to meet to discuss how best to address the stated
deficiencies and would also like the cpportunity to review the Product
Chemistry Review that promulgated the request for additional data.
Respectfully,

Colleen M Snyder

Product Safety Expert-Biocides, Tissue Specialties North America

Kemira Chemicals Inc
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1950 Vaughn Road

Kennesaw, GA 30144 USA

Phone: +678 819 4566

Fax: +678 8192 4625

email: Colleen.Snyder@Kemira.com
www_kemira.com

----- Original Message-----

From: Tracy Lantz [mailto:Lantz.Tracy@epamail.epa.gov]

Sent: Tuesday, July 26, 2011 10:56 AM

To: Jeff Jones

Cc: 'Abramson, Stanley'; Snyder Colleen; Pennis Edwards; Velma Noble
Subject: RE: Deficiency letter for 9386-U0 Ammonia for use in Pulp and Paper
Mills

I have just spoken with both my team leader, Velma Noble and my branch chief,
Dennis Edwards regarding your message below.

Our management will not agree to a renegotiation of less than 120 days for
thies submission. We believe that 120 days from your fix date is the
appropriate time frame, once your chemistry data have been received and
assigned MRIPs it will be placed inte review with our chemists and will be put
inte the que behind other submissions which have been received prior to your
package. Upon the completion of the review we will be able to either make a
decision on yvour product or will inform vou of any additional deficiencies.

If you do not agree to a renegotiated time frame of 120 days from your fix
date, ¥ will start the do not grant process today.

Please reply by 4:00 PM today.

{(Embedded image moved to file: pic32604.3jpq)

From: rJeff Jones" <jjonesedelta-ac.comns
To: Dennis Edwards/DC/USEPA/USQEPA
Ce: "'Abramson, Stanley'”

<Abramson.Stanley@ArentFox. com>,
"18nyder Colleen'" <Colleen.Snyderekemira. coms», Velma
Noble/DC/USEPA/USBEPA, Tracy Lantz/DC/USEPA/USEEPA

Date: 07/26/2011 06:47 BM

Subject: RE: Deficiency letter for 9386-UC Ammonia for
use in

Pulp

and Paper Mills

Dennis:
I am on vacation, but was able to access the note below from Tracy.

We need some help on the extension issue. &As we suspected, two of the three
issues identified in the original letter appear to be easily

resolvable: a simple label fix and a revised data matrix. The only
"deficiency" that might require review outside Velma's team is chemistry and I
know those reviews don't take 4 months.

I requested a meeting next week to work out any kinks so that our next
submission will be spot-on. Please reconsider that request.
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Best regards,
Jeff

----- Original Message-----

From: Tracy Lantz Imailto:Lantz.Tracy@epamail.epa.govl

Sent: Monday, July 25, 2011 9:57 PM

To: Jeff Jones

Cc: ‘'Abramscn, Stanley'; 'Snyder Celleen'; Dennis Edwards; Velma Noble
Subject: Re: Deficiency letter for 9386-U0 Ammonia for use in Pulp and Paper
Mills

I spoke with Dennis BEdwards today regarding your reply to our deficiency
letter, He also indicated that he had spoken to you last week and forwarded
your message of 7/21 regarding the prior registrations for ammonium.

Based on our discussions, please address the following:

1) Correction of the active ingredients statement on the product label.
Submit revised labeling.

2} Greoup A and B chemistry data must be addressed on the source material

AI). You have indicated that you may reply by citing public literature in
support of group B. We can not determine at this time whether such citations
will meet our data reguirements. If our chemistry review indicates that there
are still ocutstanding data reguirements, you will be regquired to submit
additicnal data and renegotiate again. Our management typically approves two
renegotiations at mest.

3} Generic data compensation on the AI must be addressed. It appears that
exclusive use data will not be an issue. However yvou will be required to
offer compensation for any data that you deo not own.

At this time please reply by indicating when the above information will be
provided te the Agency ("a fix date") and indicate that you are willing te
renegotiate the current due date for 120 days beyond the date of your
submitted fix. This will allew adequate time for our review of your chemistry
data, data c¢ompensation, product labeling and cother regquired documentaticn,

Please reply with your fix date and renegetiated due date by COB 7/27.
If we have not received your informaticon by that time we will move toward
processing a do neot grant letter.

Thanks for your prompt attenticn to these issues.
{Embedded image moved teo file: picll833.ipg)

From: "Jeff Jones"
<jjones@delta-ac.coms>

To: Dennis
Edwards/DC/USEPA/USGEPA

Ce: Velma

Noble/DC/USEPA/US@EPA, Tracy
Lantz/DC/USEPA/USREPA,

“'Snyder Colleen'" <Colleen.Snyder@kemira.coms, "'Abramson,
Stanley'" <aAbramson.Stanley@irentFox.coms
Date: 07/20/2011 03:24 PM
Subject: Deficiency letter for
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9386-U0 Ammoniaz
for use in Pulp
and
Paper Mills

{Embedded image moved to file: pic28070.gif} Pear Pennis:

On behalf of Kemira, Inc. I am writing to respond to Tracy Lantz's July

14 email (see below) regarding the pending Kemira application for Fennosurf
586. A letter from Kemira appointing Delta Analytical asg its Agent is
attached. Tracy suggested that we contact you in her absence this week since
the PRIA due date for the application is fast approaching.

Kemira requests a meeting to discuss the three deficiencies Tracy has
identified at your earliest convenience:

1. Kemira has added a footnote describing its
active ingredient on the proposed label which differs from the
¥me-too”produck;

2. The Agency claims that Kemira may not use the
formulator’s exemption te address generic data reguirements for an
unregistered scurce of active ingredient {AI); that’'s cbviocusly
correct, but Kemira did not include a formulator’s exempticn
statement in its application; and

3. Kemira must provide chemistry data on the
unregistered technical source of active ingredient.

I suspect you will agree that resclution cof of deficiencies one and twe are
relatively straightforward. Kemira’s product is identical or substantially
similar to the “me-toco” product and we will label the product as the Agency
specifies. Kemira acknowledges that it must address all generic Tier 1 data
regquirements applicable to its scurce AI, and intends to use the selective
cite-all method of data support to address all applicable reguirements.

The third deficiency is the only one which could inveolve any data review, and
might justify extending the PRIA due date. For the reascons stated below,
Kemira believes that no extension is necessary:

. The chemistry of ammonia and ammonium

sulfate is well-known and well understecod

. Kemira proposes to use the equivalent of

food-grade ammonium sulfate as its source of active ingredient

. Kemira has supplied data on its source

material including a certificate of analysis which demconstrates

that this source meets all Food Chemical Codex specifications

. Kemira understands that EPA does not
routinely regquire product chemistry data for food -grade sources
of active ingredient

As you consider our reguest for relief from the 4-month extension proposal, I
gshould alsc point out that I find it surprising that Kemira was not notifiegd
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cf a chemistry data deficiency until more than 3 months into the PRIA review
period. The timing of this chemistry review and finding seems to have
departed from my typical experience (chemistry reviews usually completed in
30-60 days after expiration of the screening period).

May we schedule a call early the week of Bugust 1 to discuss these isgsues and
hopefully work out a mutually satisfactory path forward.
Thanks for your consideration.

Best regards,

Jeff Jones

Delta Analytical Corporation
+1 301 &80-7871 V
jjones@delta-ac.com

----- Original Message-----

From: Tracy Lantz [mailteo:Lantz.Tracy@epamail.epa.gov)

Sent: Thursday, July 14, 2011 5:56 PM

To: Snyder Colleen

Subject: Fw: Deficiency letter for 9386-U0 Ammonia for use in Pulp and Paper
Mills

You will receive a hard copy of this letter in the mail shortly.
I will be away from the office the week of 7/18. In my absence you may
contact Dennis Edwards or Velma Noble,

OPP Decision Number D445675

Coclleen Snyder
Kemira Chemicals Inc.
1950 Vaughn Road
Kennesaw, GA 30144

Subject: Fennosurf 586
EPA File Symbol: 9386-U0C
Application Dated: February 17, 2011
EPA Receipt Date: February 22, 2011

Dear Ms. Snyder:

Cur records indicate that the decision review period for EPA to make a
determination regarding the above referenced application ends on August 5,
2011 as pursuant to the Pesticide Registration Improvement Act (PRIZ). The
application has been determined, pursuant to 40 CFR 152.105, not to be
sufficiently complete to process; therefore, the application is considered
deficient. Your options under 40 CFR 152.105 and section 33 of FIFRA are
addressed separately because each involves a different timeframe and set of
options for responding to this letter.

Please ensure that you consider each of the sections below in determining how
and when you respond to this letter.

40 CFR 152.105:
Pursuant to 40 CFR 152.105, you are allowed 75 days from the date of
this letter tc provide a response concerning the deficiencies listed in this

letter. Your response may include making corrections to complete the
application, or notifying the Agency of the date on which you expect to
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complete the application, or withdrawing your application.
If you do not regpond to this letter within 75 days or if you respond with a
date on which you expect to complete the application but fail to weet that
scheduled date, the Agency will treat the application as if you had withdrawn
it.
Address the following deficiencies:

Me-Too Status

You have indicated that your formula is substantially

similar to Buckman Laboratories Busan 1215 (EPA Reg. # 1448-433).
The Buckman product lists the active ingredient as “Ammonia

{(total) ..7.538%". If your product is a “me-too” of this Buckman
product, your label should read exactly the same without a
footnote stating: “{as Ammonium Sulfate (29.5%))}" Please clarify

the active ingredient in your formulation.

Chemistry Data on the Source Material

Your formulation does not utilize an EPA registered source
of active ingredient. Therefore you must provide chemistry data
on the unregistered technical source of active ingredient. We
will use this information to make a determination as to whether or
not your product is similar to other registered known sources of
this active ingredient. Your application includes chemistry data
on the formula you intend to register {(7.52%)}, but not on the
technical source

Generic Data Compensation

You may not address generic data compensation using the
Formulator’s Exemption Statement since you are not purchasing a
registered source of active ingredient. 1In order to register this
product you are required to support all of the Tier I Data
Requirements on the technical source. Please be aware that there
may be some exclusive use data associated with the data submitted
by Buckman in support of their Busan 1215 product. Buckman could
provide you with a permission letter as per FIFRA 3{c) (f} (i}. We
are in the process of clarifying the exclusive use status of the
Buckman data. We will notify you soon.

FIFRA Section 33/PRIA:

This application is also subject to a deadline for making a determination
on the application under FIFRA Section 33, Pesticide Registration Service
Fees, established under PRIA. The time frame for the Agency to make a
determination on this application ends on August 5, 2011. Because the
deadline for the agency Lo make a determination on this application expires
before the end of the 75 days you have to respond to the deficiencies noted
above, you have the following three
optionsg:

1. Establish a new due date. You way resolve the issues
identified in this letter by submitting a reply to the Agency
by July 25, 2011 with information as how you plan to address
these deficiencies. Please include vyour proposed re-negotiated
PRIA due date of an additional 120 days for review beyond the
date you expect the fix to arriwve. Also indicate when you
expect your £ix to arrive at the Agency for review. If no
other issues arise as a result of your response to this letter
or during our review process, and the information is found to
be acceptable, it 1s the Agency’s expectation that resolution
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of the deficiencies will result in the granting of your
application.

2. Withdraw the application. Alternatively, you may notify
us not later than July 25, 2011 that you are withdrawing your
application. As noted above, withdrawal concludes the Agency’s
review of vour application; however, you may resubmlt your
application after the deficiencies have been addressed. Should
you choose to resubmit your application, it would be subiject to
a new deadline for making a determination on your application
and a new registration service fee.

3. Not respond. If the Agency does not hear from you by July
25, 2011, the Agency in meeting its obligations under section
33/PRIA may issue a determination to not grant your
application. While a determination to not grant an application
would allow EPA to have met its obligation under section 33 of
FIFRA to issue a determination by a specified date, this
determination is neither a denial of the application pursuant
to section 3(c} (8} of FIFRA or a withdrawal of the application.
Thus, the Agency will continue to diligently work on any such
application as long as EPA receilves a response to a deficiency
notice within the 75 days described above.

Please respond to this letter by July 25, 2011 by contacting Tracy Lantz
by telephone, (703) 308-6415, or by e-mail at Lantz.tracy@epa.gov , Velma
Noble by telephone at (703) 308-6233 or by e-mail at Noble.velma@epa.gov or
Dennis Edwards by telephone at (703)

308-8087 or by e-mail at Edwards.denniseepa.gov with a response and for any
questions concerning this letter. When submitting information or data in
response to this letter, a copy of this letter should accompany the submission
to facilitate processing.

{(Embedded image moved to file: pic063523.14pg)

No virus found in this incoming message.

Checked by AVG - www.avg.com

Version: 9.0.901 / Virus Database: 271.1.1/3765 - Release Date: 07/15/11
02:34:00

{See attached file: Kemira Agent appoinment letter 15 Jul 2011.pdf)
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RE: Deficiency letter for 9386-UO Ammonia for use in Pulp and Paper Mills

Snyder Colleen to: Tracy Lantz 07/26/2011 03:24 PM
Cc: Dennis Edwards, Velma Noble

Yes Tracy. But I would like to regquest a meeting as soon as possible to
discuss the deficiencies presented in your email. Is mid to late next week
good for your schedule?

----- Original Message-----

From: Tracy Lantz [mailto:Lantz.Tracy@epamail.epa.gov]

Sent: Tuesday, July 26, 2011 3:21 PM

To: Snyder Colleen

Cc: Dennis Edwards; Velma Noble

Subject: RE: Deficiency letter for 9386-U0 Ammonia for use in Pulp and Paper
Mills

Thank you for your reply.

Just for clarification, is it correct that vour fix will be in house by
8/26/11 and that you are agreeing to a renegotiated due date of
12/23/11 ?

{Embedded image moved to file: picl2508.3py)

From: Snyder Colleen <«Colleen.Snydergekemira.coms
To: Tracy Lantz/DC/USEPA/US@EPA
Ce: " *Abramson, Stanley'® <Abramson.Stanley@ArentFox.coms,

Dennis Edwards/DC/USEPA/US®EPA, Velma Noble/DC/USEPA/US@EPA,
Jeff Jones <jjones@delta-ac.com>

Date: 07/26/2011 03:15 BM

Subject: RE: Deficiency letter for 92386-U0 Ammonia for use in Pulp
and Paper Mills

Dear Ms. Lantz,

By way of this email, Kemira Chemicals Inc. hereby notifies EPA that
deficiencies as described in your letter of July 14, 2011 will be addressed
within 30 days of this email. Kemira Chemicals Inc. also accepts the 120 day
time frame as set forth in your e-mail.

Kemira respectfully regquests to meet to discuss how best to address the stated
deficiencies and would also like the opportunity to review the Product
Chemistry Review that promulgated the reguest for additional data.
Respectfully,

Colleen M Snyder

Product Safety Expert-Blocides, Tissue Specialties North America

Kemira Chemicals Inc
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1850 Vaughn Road

Kennesaw, GA 30144 USA

Phone: +678 819 4566

Fax: +678 81% 4825

email: Colleen.Snyder@Kemira.com
www . kemira.com

~~~~~ Original Message-~--~-~-~

From: Tracy Lantz [mailto:Lantz.Tracy@epamail.epa.gov]

Sent: Tuesday, July 26, 2011 10:56 AM

To: Jeff Jones

Cc: 'Bbramson, Stanley'; Snyder Colleen; Dennis Edwards; Velma Noble
Subject: RE: Deficiency letter for 9%386-UQC Ammonia for use in Pulp and Paper
Mills

I have just spoken with both my team leader, Velma Noble and my branch chief,
Denniz BEdwards regarding your message below.

Qur management will not agree to a renegotiation of less than 120 days for
this submission. We believe that 120 days from your f£ix date is the
appropriate time frame, once your chemistry data have been received and
assigned MRIDs it will be placed into review with our chemists and will be put
into the que behind other submissions which have been received prior to your
package. Upocon the completion of the review we will be able to either make a
decision on your product or will inform you of any additional deficiencies.

If you do not agree to a renegotiated time frame of 120 days from your fix
date, T will start the do net grant process today.

Please reply by 4:00 PM today.

(Embedded image moved to file: pic32604.3jpg)

From: "Jeff Jones" <jjones@delta-ac.com:
To: Dennis Edwards/DC/USEPA/US@EPA
Ca: " abramson, Stanley!'"

cabramson.Stanley@irentFox.com>,
" gnyder Colleen'”" <Colleen.Snyder@kemira.coms, Velma
Noble/DC/USEPRPA/US@EPA, Tracy Lantz/DC/USEPA/US@EPA

Date: 07/26/2011 06:47 AM

Subject: RE: Deficiency letter for 92386-UC Ammonia for
use in

Pulp

and Paper Mills

Dennis:
I am on vacation, but was able to access the note kelow from Tracy.

We need some help on the extension issue. As we suspected, two of the three
issues identified in the original letter appear to be easily

resolvable: a simple label fix and a revised data matrix. The only
"deficiency” that might require review outside Velma's team is chemistry and I
know those reviews don't take 4 months.

I requested a meeting next week to work out any kinks so that our next
submission will be spot-on. Please reconsider that reguest.
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Best regards,
Jeff

————— Original Message-----

From: Tracy Lantz [mailto:Lantz.Tracy@epamail.epa.gov]

Sent: Monday, July 25, 2011 9:57 PM

To: Jeff Jones

Cc: 'Abramson, Stanley'; 'Snyder Colleen'; Dennis Edwards; Velma Noble
Subject: Re: Deficiency letter for 92386-U0 Ammonia for use in Pulp and Paper
Mills

I spoke with Dennis Edwards today regarding your reply to our deficiency
letter. He also indicated that he had spoken to you last week and forwarded
your message of 7/21 regarding the prior registrations for ammonium.

Based on our discussions, please address the following:

1} Correction of the active ingredients statement on the product label.
Submit revised labeling.

2) Group A and B chemistry data must be addressed on the source material

AI}. You have indicated that you may reply by citing public literature in
support of group B. We can not determine at this time whether such citations
will meet our data reguirements. If our chemistry review indicates that there
are still outstanding data reguirements, you will be reguired to submit
additional data and renegotiate again. Our management typically approves two
renegotiations at most.

3} Generic data compensation on the AI must be addressed. It appears that
exclusive use data will not be an issue. However you will be reguired to
offer compensation for any data that you do not own.

At this time please reply by indicating when the above information will be
provided to the Agency {"a £fix date'"} and indicate that you are willing to
renegotiate the current due date for 120 days beyond the date of vyour
submitted fix. This will allow adequate time for our review of your chemistry
data, data compengation, product labeling and other required documentation.

Please reply with your fix date and renegotiated due date by COB 7/27.
If we have not received your information by that time we will move toward
processing a do not grant letter.

Thanks for your prompt attention to these issues.
{Embedded image moved to file: picll833.jpg)

From: "Jeff Jones™
<jjones@delta-ac.com>

To: Dennis
Bdwards/DC/USEPA/US@EPA

Cc: Velma

Noble/DC/USEPA/US@EPA, Tracy
Lantz/DC/USEPA/US@EPA,

"18nyder Colleen'' «<Colleen.Snyder@ékemira.coms>, "'Abramson,
Stanley'" <Abramson.Stanley@irentFox.coms
Date: 07/20/2011 03:24 PM
Subject: Deficiency letter for
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9386-U0 Ammonia
for use in Pulp
and
Paper Mills

{Embedded image moved to f£file: pic28070.gif) Dear Dennis:

On behalf of Kemira, Inc. I am writing to respond to Tracy Lantz's July

14 email {see below} regarding the pending Kemira application for Fennosurf
586. A letter from Kemira appointing Delta Analytical as its Agent is
attached. Tracy suggested that we contact you in her absence this week since
the PRIA due date for the application is fast appreoaching.

Kemira reguests a meeting to discuss the three deficiencies Tracy has
identified at your earliest convenience:

1. Kemira has added a footnote describing its
active ingredient on the proposed label which differs from the
“me-too’product;

2. The Agency c¢laims that Kemira may not use the
formulator’s exemption to address generic data requirements for an
unregistered source of active ingredient (AI); that’s obviously
correct, but Kemira did not include a formulator’s exemption
statement in its application; and

3. Kemira must provide chemistry data on the
unregistered technical source of active ingredient.

I suspect you will agree that rescolution of of deficiencies one and two are
relatively straightforward. EKemira's product is identical or substantially
similar to the *me-too” product and we will label the product as the Agency
specifies. Kemira acknowledges that it must address all generic Tier 1 data
requirements applicable to its source AI, and intends to use the selective
cite-all method of data support to address all applicable regquirements.

The third deficiency is the only one which could involve any data review, and
might justify extending the PRIA due date. For the reasons stated below,
Kemira kelieves that no extension is necessary:

. The chemistry of ammonia and ammonium

sulfate is well-known and well understood

. Kemira proposes to use the eguivalent of

food-grade ammonium sulfate as its source of active ingredient

. Kemira has supplied data on its source

material including a certificate of analysis which demonstrates

that this source meets all Food Chemical Codex specifications

. Kemira understands that EPA does not
routinely require product chemistry data for food -grade sources
of active ingredient

As you consider our reguest for relief from the 4-month extension proposal, I
should alse point out that I find it surprising that Kemira was not notified
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of a chemistry data deficiency until more than 3 months intoc the PRIZ review
period. The timing of this chemistry review and finding seems to have
departed from my typical experience (chemistry reviews usually completed in
30-60 days after expiration of the screening period}.

May we schedule a call early the week of August 1 to discuss these issues and
hopefully work out a mutually satisfactory path forward.
Thanks for your consideration.

Best regards,

Jeff Jones

Delta Analytical Corporation
+1 301 6B0O-7871 V¥V
jjones@delta-ac.com

----- Original Message-----

From: Tracy Lantz [mailto:Lantz.Tracy@epamail._ epa.gov]

Sent: Thursday, July 14, 2011 5:56 FM

To: Snyder Colleen

Subject: Fw: Deficiency letter for 92386-U0C Ammonia for use in Pulp and Paper
Mills

You will receive a hard copy of this letter in the mail shortly.
I will be away from the office the week of 7/18. In my absence you may
contact Dennis Bdwards or Velma Noble.

QPP Decision Number D445675

Colleen Sayder
Kemira Chemicals Inc.
1350 Vaughn Read
Kennesaw, GA 30144

Subject: Fennosurf 586
BPA File Symbol: 9386-U0
Application Dated: February 17, 2011
EPA Receipt Date: February 22, 2011

Dear Ms. Snyder:

Our records indicate that the decision review period for EPA to make a
determination regarding the above referenced application ends on August 5,
2011 as pursuant to the Pesticide Registration Improvement Act (PRIA]. The
application has been determined, pursuant to 40 CFR 152.105, not to be
sufficiently complete to process; therefore, the application is considered
deficient. Your options under 40 CFR 152.105 and section 33 of FIFRA are
addressed separately because each involveg a different timeframe and set of
options for responding to this letter.

Please ensure that you consider each of the sections below in determining how
and when you respond to this letter.

40 CFR 152.105:
Pursuant toe 40 CFR 152.105, you are allowed 75 days from the date of
this letter to provide a response concerning the deficiencies listed in this

letter. Your response may include making corrections to complete the
application, or nctifying the Agency of the date on which you expect to
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complete the application, or withdrawing vyour application.
If vou do not respond to this letter within 75 days or if you respond with a
date on which you expect to complete the application but fail to meet that
scheduled date, the Agency will treat the application as if vyou had withdrawn
it.
Address the following deficiencies:

Me-Too Status

You have indicated that vour formula is substantially

similar to Buckman Laboratories Busan 1215 (E8PA Reg. # 144B-433}).
The Buckman product lists the active ingredient as “Ammonia

{total} ..7.59%". If your product is a “me-too” of this Buckman
product, your label should read exactly the same without a
footnote stating: *{as Ammonium Sulfate (29.5%}}" Please clarify

the active ingredient in your formulation.

Chemistry Data on the Scurce Material

Your formulation does not utilize an EPA registered source
of active ingredient. Therefore you must provide chemistry data
on the unregistered technical source of active ingredient. We
will use this information to make a determination as to whether or
not your product isg similar to other registered known sources of
this active ingredient. Your application includes chemistry data
on the formula you intend to register (7.5%%), but not on the
technical source

Generic Data Compensation

You may not address generic data compensation using the
Formulator's Exemption Statement since you are not purchasing a
registered source of active ingredient. In order to register this
product you are required to support all of the Tier I Data
Reguirements on the technical source. Please be aware that there
may be some exclusive use data associated with the data submitted
by Buckman in support of their Busan 1215 product. Buckman could
provide you with a permission letter as per FIFRA 3(c¢} (£} {(i}). We
are in the process of clarifying the exclusive use status of the
Buckman data. We will notify you soon.

FIFRA Section 33/PRIA:

This application is also subject to a deadline for making a determination
on the application under FIFRA Section 33, Pesticide Registration Sexrvice
Fees, established under PRIA. The time frame for the Agency to make a
determination on this application ends on August 5, 2011. Because the
deadline for the agency to wmake a determination on this application expires
before the end of the 75 days you have to respond to the deficiencies noted
above, you have the following three
options:

1. Establish a new due date. You may resolve the issues
identified in this letter by submitting a reply to the Agency
by July 25, 2011 with information as how you plan to address
these deficiencies. Please include vyour proposed re-negotiated
PRIA due date of an additional 120 days for review beyond the
date you exmpect the fix to arrive. Also indicate when you
expect your fix to arrive at the Agency for review. If no
other issues arise as a result of your response to this letter
or during our review process, and the information is found to
be acceptable, it i1s the Agency’s expectation that resolution
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of the deficiencies will result in the granting of your
application.

2. Withdraw the application. Alternatively, you may notify
us not later than July 25, 2011 that you are withdrawing your
application. As noted above, withdrawal concludes the Agency’s
review of your application; however, you may resubmit your
application after the deficiencies have been addressed. Should
vou choose to resubmit your application, it would be subject to
a new deadline for making a determination on your application
and a new registration service fee.

3. Not respond. If the Agency dees not hear from you by July
25, 2011, the Agency in meeting its obligations under section
33/PRIA may issue a determination to not grant your
application. While a determination to not grant an application
would allow EPA to have met its obligation under section 33 of
FIFRA to issue a determination by a specified date, this
determination is neither a denial of the application pursuant
to section 3(¢) (&) of FIFRA or a withdrawal of the application.
Thus, the Agency will continue to diligently work on any such
application as long as EPA receives a response to a deficiency
notice within the 75 days described above.

Please respond to this letter by July 25, 2011 by contacting Tracy Lantz
by telephone, {(703) 308-6415, or by e-mail at Lantz.tracy@epa.gov , Velma
Noble by telephone at (703) 308B-6233 or by e-mail at Noble.velma®epa.gov or
Dennis Edwards by telephone at (703)

308-8087 or by e-mail at Edwards.dennis@epa.gov with a response and for any
questions concerning this letter., When submitting information or data in
response to this letter, a copy of this letter should accompany the submission
to facilitate processing.

(Embedded image moved to file: pic06323.3pg)
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RE: Deficiency letter for 9386-UO Ammonia for use in Pulp and Paper Mills {3

tHE Tracy Lantz to: Jeff Jones 07/26/2011 10:55 AM
S ] Co: "Abramson, Stanley", "Snyder Colleen™, Dennis Edwards, Velma
" Noble

| have just spoken with both my team leader, Velma Noble and my branch chief, Dennis Edwards
regarding your message below.

Our management will not agree to a renegotiation of less than 120 days for this submission, We believe
that 120 days from your fix date is the appropriate time frame, once your chemistry data have been
received and assigned MRIDs it will be placed into review with our chemists and will be put into the que
behind other submissions which have been received prior to your package. Upon the completion of the
review we will be able to either make a decision on your product or will inform you of any additional
deficiencies.

If yvou do not agree to a renegotiated time frame of 120 days from your fix date, | will start the do hot grant

process today.
Piease repiy by 4:00 PM today.

Tracy Lantz

Regulatory Team 31

Antimicroblals Division

U. 5. Environmental Protection Agency
Phone: (703} 3086415

FAX: (703} 308-8481

"Jeff Jones” =07/26/2011:06:47:36°AM

From: "Jeff Johes" <jjones@delta-ac.com>

To: Dennis Edwards/DC/USEPA/US@ERA

Cc: "Abramson, Stanley" <Abramson,Stanley@ArentFox.com>, "Snyder Colleen™
<Colleen.Snyder@kemira.com>, Velma Noble/DC/USEPA/US@EPA, Tracy
Lantz/DC/USEPA/US@EPA

Date: 07/26/2011 06:47 AM

Subject: RE: Deficiency letter for 9386-UO Ammonia for use in Pulp and Paper Mills

Dennis:

I am on vacation, but was able to access the note below from Tracy.

We need some help on the extension issue. As we suspected, two of the three
issues identified in the original letter appear to be easily resolvable: a
simple label fix and a revised data matrix. The only "deficiency" that might
require review outside Velma's team is chemistry and I know those reviews
don't take 4 months.

I reguested a meeting next week to work cut any kinks so that our next
submission will be spot-on. Please reconsider that reguest.

Bezst regards,
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Jeff

----- Original Message-----

From: Tracy Lantz [mailto:Lantz.Tracy@epamaill.epa.gov]

Sent: Monday, July 25, 2011 9:57 PM

To: Jeff Jones

Cc: 'Abramson, Stanley'; 'Snyder Ceolleen'; Dennis Edwards; Velma Noble
Subject: Re: Peficiency letter for 9386-U0 Ammonia for use in Pulp and Paper
Mills

I spoke with Pennis Edwards today regarding your reply to our deficiency
letter. He alsco indicated that he had spoken to you last week and forwarded
your message of 7/21 regarding the prior registrations for ammonium.

Based on our discussions, please address the following:

1} Correction cf the active ingredients statement on the product label.
Submit revised labeling.

2} Group A and B chemistry data must be addressed on the source material .
AI]. You have indicated that you may reply by citing public literature in
gupport of group B. We can ncot determine at this time whether such citations
will meet our data requirements. If cur chemistry review indicates that there
are still outstanding data requirements, you will be required to submit
additional data ang renegotiate again. Cur management typically approves two
renegotiations at most.

3) Generic data compensation on the AI must be addressed. It appears that
exclusive use data will not be an issue. However yvou will be required to
offer compensation for any data that you do not own.

At this time please reply by indicating when the above information will be
provided to the Agency ({"a fix date") and indicate that you are willing to
renegotiate the current due date for 120 days beyond the date of vyour
submitted fix. This will allow adequate time for our review of your chemistry
data, data compensation, product labeling and other reguired documentation.

Please reply with your fix date and renegotiated due date by COB 7/27.
If we have not received your information by that time we will move toward
processing a do not grant letter.

Thanks for your prompt attention to these issues.
(Embedded image moved to file: picll833.ipg)

From: rJeff Jones" <jjonesedelta-ac.com:

To; Dennis BEdwards/DC/USEPA/US@EPR

Co: Vvelma Noble/DC/USEPA/US®EPA, Tracy Lantz/DC/USEPA/US@EPA,
"1Snyder Colleen'" <Colleen.Snyder@kemira.com», "'Abramson,
Stanley'" <Abramson.Stanley@irentFox.coms

Date: 07/20/2011 03:24 PM

Subject: Deficiency letter for 9386-U0 ammonia for use in Pulp and

Paper Mills

{Embedded image moved to file: pic28070.g9if) Dear Dennis:
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On behalf of Kemira, Inc. I am writing to respond to Tracy Lantz's July

14 emall (see below) regarding the pending Kemira application for Fennosurf
586. A letter from Kemira appointing Delta Analytical as its Agent is
attached. Tracy suggested that we contact you in her absence this week since
the PRIA due date for the application is fast approaching.

Kemira requests a meeting to discuss the three deficiencies Tracy has
identified at your earliest convenlence:

1. Kemira has added a footnote describing its
active ingredient on the proposed label which differs from the
*me-too” product;

2. The Agency claims that Kemira may not use the
formulator’s exemption to address generic data requirements for an
unregistered source of active ingredient (AI); that’'s obviously
correct, but Kemira did not include a formulator’s exemption
statement in its application; and

3. Kemira must provide chemistry data on the
unregistered technical source of active ingredient.

I suspect you will agree that resolution of of deficiencies one and two are
relatively straightforward. Kemira‘’s product is identical or substantially
similar to the “me-too” product and we will label the product as the Agency
specifies. Kemira acknowledges that it must address all generic Tier 1 data
requirements applicable to its source AI, and intends to use the selective
cite-all method of data support to address all applicable requirements.

The third deficiency is the only one which could involve any data review, and
might justify extending the PRIA due date. For the reasons stated below,
Kemira believes that no extension is necessary:

. The chemistry of ammonia and ammonium

sulfate is well-known and well understood

. Kemira proposes to use the equivalent of

food-grade ammonium sulfate as ite source of active ingredient

. Kemira has supplied data on its source

material including a certificate of analysis which demonstrates
that this source meets all Food Chemical Codex specifications

. Kemira understands that EPA does not
routinely require product chemistry data for food -grade sources
cf active ingredient

As you consider our request for relief from the 4-month extension proposal, I
should also point out that I find it surprising that Kemira was not notified
of a chemistry data deficiency until more than 3 months into the PRIA review
period. The timing of this chemistry review and finding seems to have
departed from my typical experience (chemistry reviews usually completed in
30-60 days after expiration of the screening period).

May we schedule a call early the week of August 1 to discuss these issues and

hopefully work out a mutually satisfactory path forward.
Thanks for your consideration.
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Best regards,

Jeff Jones

Delta Analytical Corporation
+1 301 680-7371 V
jjonesedelta-ac.com

----- Original Message-----

Prom: Tracy Lantz [mailto:Lantz.Tracy@epamaill.epa.gov]

Sent: Thursday, July 14, 2011 5:56 PM

To: Snyder Colleen

Subject: Pw: Deficiency letter for 9386-UC Ammonia for use in Pulp and Paper
Mills

You will receive a hard copy of this letter in the mail shortly.
I will be away from the office the week of 7/18. In my absence you may
contact Pennis Edwards or Velma Noble.

OPP Decision Number D445675

Colleen Snyder
Kemira Chemicals Inc.
1950 Vaughn Road
Kennesaw, GA 30144

Subject: Fennosurf 586
EPA File Symbol: 9386-U0
2pplication Dated: February 17, 2011
EPA Recelpt Date: February 22, 2011

Dear Ms. Snyder:

Our records indicate that the decision review period for EPA to make a
determination regarding the above referenced application ends on August 5,
2011 as pursuant to the Pesticide Registration Improvement Act (PRIA). The
application has been determined, pursuant to 40 CFR 152.105, not to be
sufficiently complete to process; therefore, the application is considered
deficient. Your options under 40 CFR 152.105 and section 33 of FIFRA are
addressed separately because each involves a different timeframe and set of
options for responding to this letter.

Please ensure that you consider each of the sections below in determining how
and when you respond to this letter.

40 CFR 152.105:

Pursuant to 40 CFR 152.105, you are allowed 75 days from the date of
this letter to provide a response concerning the deficiencies listed in this
letter. Your response may include making corrections to complete the
application, or notifying the Agency of the date on which you expect to
complete the application, or withdrawing your application.

If you do not respond to this letter within 75 days or if you respond with a
date on which you expect to complete the application but fail to meet that
scheduled date, the Agency will treat the application as if you had withdrawn
it.

Address the following deficiencies:

Me-Too Status

138



You have indicated that your formula is substantially
gsimilar to Buckman Laboratories Busan 1215 (EPA Reg. # 1448-433).
The Buckman product lists the active ingredient as “Ammonia

{total) ..7.59%". If your product is a *me-too” of this Buckman
product, your label should read exactly the same without a
footnote stating: “{as Ammonium Sulfate (22.5%))” Please clarify

the active ingredient in vyour formulation.

Chemistry Data on the Source Material

Your formulation does not utilize an EPA registered source
of active ingredient. Therefore you must provide chemistry data
on the unregistered technical source of active ingredient. We
will use this information to make a determination as to whether or
not your product is similar to other registered known sources of
this active ingredient. Your application includes chemistry data
on the formula you intend to register (7.59%), but not on the
technical source

Generic Data Compensation

You may not address generic data compensation using the
Formulator'’'s Exemption Statement since yvou are not purchasing a
registered source of active ingredient. In order to register this
product you are required to support all of the Tier I Data
Reguirements on the technical source, Please be aware that there
may be some exclusive use data associated with the data submitted
by Buckman in support of their Busan 1215 product. Buckman could
provide you with a permission letter as per FIFRA 3{c¢) (£f) (i). We
are in the process of clarifying the exclusive use status of the
Buckman data. We will notify vyou soon.

FIFRA Section 33/PRIA:

This application is also subiject to a deadline for making a determination
on the application under FIFRA Section 33, Pesticide Registration Service
Feeg, established under PRIA. The time frame for the Agency to make a
determination on this application ends on August 5, 2011. Because the
deadline for the agency to make a determination on this application expires
before the end of the 75 days you have to respond to the deficiencies noted
above, you have the following three
options:

1. Establish a new due date. You may resolve the issues
identified in this letter by submitting a reply to the Agency
by July 25, 2011 with information as how you plan to address
these deficlencies. Please include yvour proposed re-negotiated
PRIA due date of an additional 12¢ days for review beyond the
date you expect the £ix to arrive. Also indicate when you
expect your £ix to arrive at the Agency for review. If no
other issues arise as a result of your response to this letter
or during our review process, and the information is found to
be acceptable, it is the Agency’s expectation that resolution
of the deficiencies will result in the granting of your
application.

2. Withdraw the application. Alternatively, you may notify
us not later than July 25, 2011 that you are withdrawing your
application. As noted above, withdrawal concludes the Agency’s
review of your application; however, you may resubmit your
application after the deficiencies have been addressed. Should
you choose to resubmit your application, it would be subject to

139

Juswieal) |enuapluod 0} pafilue ag Aew uoljew.Ioul 824N0S Juaipaibul 1oNpold,



a new deadline for making a determination on your application
and a new registration service fee.

3. Not respond. If the Agency deoes not hear from you by July
25, 2011, the Agency in meeting its obligations under section
33/PRIA may issue a determination to not grant your
application. While a determination teo not grant an application
would allow EPA to have met its obligation under section 33 of
FIFRA to lssue a determination by a specified date, this
determination is neither a denial of the application pursuant
to section 3(c) (6) of FIFRA or a withdrawal of the application.
Thus, the Agency will continue to diligently work on any such
application as long as EPA receives a response to a deficiency
notice within the 75 days described above.

Please respond to this letter by July 25, 2011 by contacting Tracy Lantz
by telephone, (703) 308-6415, or by e-mail at Lantz.tracy@epa.gov , Velma
Nocble by telephone at {703) 308-6233 or by e-mail at Noble.velma@spa.gov or
Dennis Edwards by telephone at (703) 308-8087 or by e-mail at
Edwards .dennis@epa.gov with a response and for any questions concerning this
letter. When submitting information or data in response to this letter, a
copy of this letter should accompany the submission to facilitate processing.
(Embedded image moved to file: pic069%23.ipg)

No virus found in this incoming message.

Checked by AVG - www.avg.com

Vversion: 9.0.901 / Virus Database: 271.1.1/3765 - Release bate: 07/15/11
02:34:00

(See attached file: Kemira Agent appoinment letter 15 Jul 2011.pdf)
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Fw: Kemira follow-up; exclusive use issue
Dennis BEdwards to; Tracy Lantz 07{25/201% 04:17 PM
Ce: Velma Noble

Dennis Edwards, Chief
Regulatory Management Branch 1
Antimicrobials Division

703-308-8087
e FOrwarded by Dennis Edwards/DC/USERPA/US on 07/25/2011 04:17 PM wee

From: "Jeff Jones" <jiones@delta-ac.com>
To: Dennis Edwards/DC/USEPAUS@EPA
Date: 0712172011 11:39 AM

Subject: Kemira foliow-up; exclusive use issue
Dennis:

After our conversation this morning, I did the attached NPIRS search on all prior ammenia registrations;
none are stilt active except the Buckman products.

The search indicates that ammonia was first registered as an active on January 1, 1976. Since that was
prior to 1978, the exclusive use provisions later enacted, do not appear to apply. | hope you'll be able
to confirm that with Mark Diner later today.

Thanks for your consideration.
Best regards,

Jeff Jones

Delta Analytical Corporation
+1 301 680-7971V
jiones@delta-ac.com

e
NPIRS search for all ammonia registrations 21 Jul
20711 hm
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Product Database Web Search - NPIRS Page 1 of 4

Federal Registration Data
% |

Date of Search: 07/

Timse of Search: 1i:2

Mumber of FProducts Sslecrted: &

BCab
P REGE NO: 1448-432 HAaME STATUS: PRIMARY MNAME

PRODUCT STATUS: ACTIVE
REGISTRANT: BUOCKMAN LARORATORIES INC,
1256 NORTH MCLEAN BLVD
MEMPRIS T 35108

FORMULATION: FORMIULATION INTERMEDIATE
SIGHMAL %O&D: CADTLON

TYPES: DACTERIOUIDE/BACTERIOSTAT

DERECENT ACTIVE INGREDIENT
7.5900  Ammenia {5302)

STATES REG: HONE

-~

ORIGINAL AZPROVAL DAT;: 03-06-07

MO8 RECE A PN

USES
FORMULATING
#kk% END OF DATA FOR

LGSR ONLY NG SITE
R THIS PRODACT **+*

BUSAN 1215
EPA REG NO: 1448B-433

STAYUS: PRIMARY NAME

FRODUCT STARTUS: ACTIVE
REGISGTRANT: BUCKMAN LABQRATORIES N,
1256 NORTH MULEAN BLYD
MEMPRIS TH 38108

FORMILATION: SOLUBLE COMNCENTRATE
SIGHAL WORD: CRUITIOW

E&: MICROEICIDE

e‘-ae

TY

PERCENT 2CTIVE INGREDIENT
FLEO08 Asronia (3023

-11 OR-11 PA-11 SC-10 #M-11 WA
OE-12 AZ-12 TH-12 W¥-11 ME-11 8V

file://C:A\Documents and Settings\Tracvi\Local Settings\Temp\notes353AGFANPIRS saarch £ TPADO11



Product Database Web Search NPIRS

Page 2 of 4

K8-11

ORIGINEL APPROVAL 055607
MO3T RECENT sCCEPRT FaORA TN USES LAY UPDATED BY EPE; $7-11-12

JSES
FOOD PROCESQING WATER SYBRTEME
BREWERY PASTEURIZER WATER
PASTEURIZER WATER
DULE BND BPAPER MYLL SYSTEM3
INDISTRIAL WASTE DISFOSAL SYSTEMS
ATR WASHER WATER
”?OL*JG TOWER WATER
EVAFORATIVE CONDENS
ORNAMENTAL FOURTALH
SEWAGE SY Sm'"f
INDOETRS .
PONDS J;ﬁ WL ﬂowur ING) ER TREATMENT
PR?E&.PAPE&BOA&D {FOOD CORTACT SURFACES
*rx% BND OF DRTA FOR TUIS PRODUST ++e

BOWATER SYBTEM

AAMNKILI. 44
EFR REG NG: 63709-1 NAME BTATUS: FRIMARY NAME

DATE: ** WA *+
TMENT OF MAINT,

PRODUCT BTATUS: CFICFLI,E ON: 07~18-118§

REESON FOR CANCELLE REGISTRANT

CLINTON M8 350556

FOEMIULATION: EMULSIFIABLE CONCENTRATE
TGNET, WORD: CAUTTON

Ir
pal

TYPES: ONCLASSIEFLED

CONDITTONALLY REGISTERED -~ iy
INSECTT
MLTICIDE
PERCENT  ACTIVE INGSHEDIEWNT
0.204048  Aumonie 153023
14,2008 Turpentine {84503}
STATES REG: AR-0Z2 GA-(G4 FL-04
ORTIGINAL APPROVAL DATEH: D= R-02
MOST RECEMT ACCEPT DATE: IN-00-24 USES LAST NDFDATED ZY EPA: =% NA +#v

LSES
ANT HILLZ
Feks END OF DATA FOR THIS PRODUCT #=++

DEXCIL SilPER
EPA REG NO: 182-7482 { CA ) NAME STATUE: PRIMBRY NAME

PRODUTT STATUS: CANCELLED ON: 07-031-87  BXISTING WBOKE DATE: *% NA *+
REASGN FIXR CANCELLATION: GENERIC DATE EXEMPTION CRLL-IN

REGISTRENT: VALUE GARDLNE

O/B/A VALITE

file://C:\Documents and Settings\TracviLocal Settines\Temn\notes35A6FNNPIRS search f TPAR011



Product Database Web Search - NPIRS

TION:
WORD:

2

YPES:

.

PG BOX 585
SAINT JOSEPH MO 34552
EMULSIFTABLE CONCENTRATE
DARGER

HITECIDE

INSECTICIDE

BERCENT
0.8000
1.20040

G, 5400

STATES REG:

ORIGINAL APPROVE
RECENT ALCEPRT

JoNt e

MOST

JsES

GRAFEFRUIT
{FOLIAR TREATMENT}
(FOLI
(FOLTAR

LEMONE
LIMES

ORANGES
ALMONDS
APPLES
PEARS

APRICOTS

PEACHEYL
PLUMS
GREAMER
ORNEMENTA
AZALEA
CAMELLIA
GRARDENIA

QAK {FOLIAR

FoA DATA

END OF

REFEL

EFA REEG NO: 1148-~7186 { CA }

PROGICT
REASON

REGISTRANT :

FORMULATION:
SEIGRAL WORD:

TYPES:

e

ACTIVE
Armmonla
Niasotine
Mingral

EICLIAR TRT
[FOLIAR

FOLIAR
{FOLIAR T
TAL
I BROA
{FOLIAR

S5TATUS:
FOR CANDELLA

INGREDTENT
153023
(567023

oll - includes

From 03503 (630020

parafiin oll

MONE

L BATE:
DATE:

01~01~76

O1-Gi-76 A

USES LAST UPDATED 8Y

{FOLIAR TREATHENT:

AR TRES
TR

TREE
{FOLIER

HQODY
CREATMENT

TREATMEM;'
(FOLIAR TREATMENT)
IFOLIAR TREATMENT
TREATMENT

FOR THIE PRODUCT **++
MNAME STATUS: PRIMARY MAME
CENCELLED O 03-18-3 NG STOCKS DATE: *% 183 *#*
TION: DTHEE AGENCY AUTION
LEPPIAGWELL
CAD UNIROYAL CHEMICAD G, , INC,
T4 BMITY ROAD
BETHANY TT 0&&25h

QLUBLE CORCENTRATE
QEUTITL

REPELLENT

IVE INGHEDIENT

FERCENT 4C7
1.500C  Ammonia (H202)

13.80G0

STATES REG:

ORIGTNAL APPROVAL [ATE:

file://CA\Documents and Settings\Tracy\Local Settings\Temp\notes35A6FNNPIRS search f.

Lopper

szils of and rasin acids 123104;

fatly

HONE

G1-01-76

Page 3 of 4
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Product Database Web Search - NPIRS Page 4 of 4

MOST RECENT ACCEPT DATE: 01-00-76 USES LAST UGPDATED BY EPA; D3-31§-87

Ishs

GRAFES {FOLIAR TRERTHENT)
GRAFPESD {TABLE} {FOLIAR TR
GRAIN CROZES {(FCLIAR TREATH
VEGETARLE CROFS {FUOLIAR 7T
FRUIT TREES {FOLIAR TREAT i
FRUIT YREEZ [DRCIDUCURY (DORMAHT APPLICATION)
FORAGE CROPS (FOLIAR TREATHENT:
ORNAMENTAL FLANTS {(NURSERY STOCK!}
ORMAMENTAL WOQDY iRUBS  {FOLIAR TREATMENT
ORMAMENTAL BRORD. EVERGREZN SHRUZS {FOLIAR TREATMENT
ORNAMENTAL TRERES
ORNAMEINNTAL BROA T EVERS :
ORNAMENTAL CORIFERS {BASAL BARK ADPLICATION;
ROWNCROGEP AREAS

FrAx END OF DATAR FOR THIS PRODUCT *=++

APMENT?
ENT)

BTHMENT

GLD PRO DORMANT STRAY
EPL REG N(G: 29356-3707 ( TX ) MAME STATIIE: PRIMARY BAME

PRODUCT STATUS: CANUELLED  OM: 16—
REASON FOR CARCELLATICN: BER

EXTSTING SETOCKR DATE: *++ 4 *f

REGISTRANT: H{RT CHEMICEL {OMPARY
QDESSA TX 78760

FORMULATION: EMULSTFIABLE CONCENTRATE
STGMAL WORD: WARNING

TYPES: FUNGLCIDE
LMITICIDE
INSECTICIDE

DERCENT ACYTIVE INGREDIENWT

0,800%  Ammonis {5302}

67,0000 Mineral ¢il -~ incluades parafiin oil) Jrom 03IENT {63507)
4,980 Pine il {670z}

1.0460C Calecium polysulfide (76702}

STATES REG: NONE

ORIGIHAL APPROVAL DATE: 01-0i-7¢
MOBT RECENT ACIEFT DATE: (1-00-708 Uahs LAST UPDATED BY DPRR: = NA +*

NO USBE DATAE AVAILABLL
*ERk= END OF DATA DR THIS PRODULT *»+%

*#¥ END OF (UTPUT +#+

©Copyright 1998-2011 Purdue University. Al rights reserved.
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Re: Deficiency letter for 9386-UO Ammonia for use in Pulp and Paper Mills [

Tracy Lantz 1o Jeff Jones 07/25/2011 09:57 PM
co: "Abramson, Stanley™, "Snyder Colleen™, Dennis Edwards, Velma

a Noble

I spoke with Dennis Edwards today regarding your reply to our deficiency letter. He also indicated that he
had spoken to you last week and forwarded your message of 7/21 regarding the prior registrations for
ammonium.

Based on our discussions, please address the following:
1) Correction of the active ingredients statement on the product label. Submit revised fabeling.

2) Group A and B chemistry data must be addressed on the source material- Al). You have
indicated that you may reply by citing public literature in support of group B. We can not determine at this
time whether such citations will meet our data requirements. If our chemistry review indicates that there
are still outstanding data requirements, you will be required to submit additional data and renegotiate
again. Our management typically approves two renegotiations at most.

3} Generic dala compensation on the Al must be addressed. It appears that exclusive use data will not
be an issue. However you will be required to offer compensation for any data that you do not own.

At this time please reply by indicaling when the above information will be provided to the Agency {"a fix
date") and indicate that you are willing 1o renegotiate the current due date for 120 days beyond the date of
your submitted fix. This will allow adequate time for our review of your chemistry data, data
compensation, product fabeling and other required documentation,

Please reply with your fix date and renegotiated due date by COB 7/27. If we have not received your
information by that time we will move loward processing a do not grant letter.

‘Thanks for your prompt attention to these issues.

/

e

A‘j,a.
Tracy Laniz
Regulatory Team 31

Antimicrabials Diviston

U. 8. Environmenial Protection Agency
Phone: (703} 3086418

FAX: {703) 308-8481

"Jeff Jones” Dear Dennis; 07/20/2011 03:24:33 PM
From: "Jeff Jones® <jjones@delta-ac.com>
To: Dennis Edwards/DC/USEPA/US@EPA
Cc: Velma Noble/DC/USEPA/US@EPA, Tracy Lantz/DC/USEPA/US@EPA, "Snyder Colleen™

<Colleen.Sayder@kemira.com>, “Abramson, Stanley™ <Abramson.Stanley@ArentFox.com>
Date: 07/20/2011 03:24 PM
Subject: Deficiency letter for 9386-U0O Ammonia for use in Pulp and Paper Mills
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*Product ingredient source information may be entitled to confidential treatment*

*Privileged attorney-client communication*

On behalf of Kemira, Inc. | am writing to respond to Tracy Lantz's July 14 email {see below) 30
regarding the pending Kemira application for Fennosurf 586. A letter from Kemira appointing X v’ \,,-‘@Q
Delta Analytical as its Agent is attached. Tracy suggested that we contact you in her absence \o gff”c,
this week since the PRIA due date for the application is fast approaching. w )
Kemira requests a meeting to discuss the three deficiencies Tracy has identified at your earliest W
convenience: MM

1. Kemira has added a footnote describing its active ingredient on the (o W

proposed label which differs from the "me-too”product; \» \,OW‘Z(

2. The Agency claims that Kemira may not use the formulator’s exemption to A0 (r

address generic data requirements for an unregistered source of active ingredient (Al);
that’s obviously correct, but Kemira did not include a formulator's exemption
statement in its application; and

3. Kemira must provide chemistry data on the unregistered technical source of
active ingredient,

I suspect you will agree that resolution of of deficiencies one and two are relatively
straightforward. Kemira’s product is identical or substantially similar to the "me-too” product
and we will label the product as the Agency specifies. Kemira acknowledges that it must
address all generic Tier 1 data requirements applicable to its source Al, and intends to use the
selective cite-all method of data support to address all applicable requirements. — Wil houe
oler 4o Py
The third deficiency is the only one which could involve any data review, and might justify Lov dakn
extending the PRIA due date. For the reasons stated below, Kemira believes that no extension
is necessary:
. The chemistry of ammonta and ammaonium sulfate is well-known and welf
understood
. Kemira proposes to use the equivalent of food-grade ammonium sulfate
as its source of active ingredient
. Kemira has supplied data on its source material including a certificate of
analysis which demonstrates that this source meets all Food Chemical Codex
specifications
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. Kemira understands that EPA does not routinely require product
chemistry data for food -grade sources of active ingredient

As you consider our request for relief from the 4-month extension proposal, | should also point
out that | find it surprising that Kemira was not notified of a chemistry data deficiency until
more than 3 months into the PRIA review period. The timing of this chemistry review and
finding seems to have departed from my typical experience {chemistry reviews usually
completed in 30-60 days after expiration of the screening period).

May we schedule a call early the week of August 1 to discuss these issues and hopefully work
out a mutually satisfactory path forward. Thanks for your consideration.

Best regards,

Jeff Jones

Delta Analytical Corporation
+1 301 680-7971 V
ljones@delta-ac.com

----- Original Message-----

From: Tracy Lantz [mailto:Lantz.Tracy@epamail.epa.gov]

Sent: Thursday, July 14, 2011 5:56 PM

To: Snyder Colleen

Subject: Fw: Deficiency letter for 9386-U0 Ammonia for use in Pulp and Paper
Mills

You will receive a hard copy of this letter in the mail shortly.
I will be away from the office the week of 7/18. In my absence you may
contact Dennis Edwards or Velma Noble.

OPP Decision Number D445675

Colleen Snyder

Kemira Chemicals Inc.
1959 Vaughn Road
Kennesaw, GA 30144

Subject: Fennosurf 586
EPA File 5ymbol: 95386-U0

Application Dated: February 17, 2011
EPA Receipt Date: February 22, 2011

Dear Ms. Snyder:
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Qur records indicate that the decision review period for EPA to make a
determination regarding the above referenced application ends on August 5,
2011 as pursuant to the Pesticide Registration Improvement Act (PRIA). The
dpplication has been determined, pursuant to 4@ CFR 152,105, not to be
sufficiently complete to process; therefore, the application is considered
deficient, Your options under 40 CFR 152,105 and section 33 of FIFRA are
addressed separately because each involves a different timeframe and set of
options for responding to this letter,

Please ensure that you consider each of the sections below in determining
how and when you respond to this letter,

40 CFR 152.185:

Pursuant to 4@ CFR 152.105, you are allowed 75 days from the date of
this letter to provide a response concerning the deficiencies listed in this
letter. Your response may include making corrections to complete the
application, or notifying the Agency of the date on which you expect to
complete the application, or withdrawing your application.

If you do not respond to this letter within 75 days or if you respond with a
date on which you expect to complete the application but fail to meet that
scheduled date, the Agency will treat the application as if you had
withdrawn 1it,

Address the following deficiencies:

Me-Too Status

You have indicated that your formula is substantially
similar to Buckman Laboratories Busan 1215 (EPA Reg. # 1448-433),
The Buckman product lists the active ingredient as “Ammonia
(total) ..7.59%7, If your product is a “me-too” of this Buckman
product, your label should read exactly the same without a
footnote stating: “(as Ammonium Sulfate (29.5%))” Please clarify
the active ingredient in your formulation.

Chemistry Data on the Source Material

Your formulation does not utilize an EPA registered source
of active ingredient. Therefore you must provide chemistry data
on the unregistered technical source of active ingredient. We
will use this information to make a determination as to whether or
not your product is similar to other registered known sources of
this active ingredient. Your application includes chemistry data
on the formula you intend to register (7.59%), but not on the
technical source .

Generic Data Compensation

You may not address generic data compensation using the
Formulator’s Exemption Statement since you are not purchasing a
registered source of active ingredient., In order to register this
preduct you are required to support all of the Tier I Data
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Requirements on the technical source. Please be aware that there
may be some exclusive use data associated with the data submitted
by Buckman in support of their Busan 1215 product. Buckman could
provide you with a permission letter as per FIFRA 3(c¢) (f) (i). We
are in the process of clarifying the exclusive use status of the
Buckman data, We will notify you soon,

FIFRA Section 33/PRIA:

This application is also subject to a deadline for making a
determination on the application under FIFRA Section 33, Pesticide
Registration Service Fees, established under PRIA. The time frame for the
Agency to make a determination on this application ends on August 5, 2011.
Because the deadline for the agency to make a determination on this
application expires before the end of the 75 days you have to respond to the
deficiencies noted above, you have the following three
options:

1. Establish a new due date. You may resolve the issues
identified in this letter by submitting a reply to the Agency
by July 25, 2811 with information as how you plan to address
these deficiencies. Please include your proposed re-negotiated
PRIA due date of an additional 128 days for review beyond the
date you expect the fix to arrive. Also indicate when you
expect your fix to arrive at the Agency for review. If no
other issues arise as a result of your response to this letter
or during our review process, and the information is found to
be acceptable, it is the Agency’s expectation that resolution
of the deficiencies will result in the granting of your
application.

2. Withdraw the application. Alternatively, you may notify
us not later than July 25, 2011 that you are withdrawing your
application. As noted above, withdrawal concludes the Agency’s
review of your application; however, you may resubmit your
application after the deficiencies have been addressed. Should
you choose to resubmit your application, it would be subject to
a new deadline for making a determination on your application
and a new registration service fee,

3, Not respond, If the Agency does not hear from you by July
25, 20811, the Agency in meeting its obligations under section
33/PRIA may issue a determination to not grant your
application. While a determination to not grant an application
would allow EPA to have met its obligation under section 33 of
FIFRA to 1ssue a determination by a specified date, this
determination is neither a denial of the application pursuant
to section 3(c)(6) of FIFRA or a withdrawal of the application.
Thus, the Agency will continue to diligently work on any such
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application as long as EPA receives a response to a deficiency
notice within the 75 days described above,

Please respond to this letter by July 25, 2011 by contacting Tracy
Lantz by telephone, (783) 308-6415, or by e-mail at Lantz.tracy@epa.gov ,
Velma Noble by telephone at (703) 308-6233 or by e-mail at
Noble,velma@epa.gov or Dennis Edwards by telephone at (76€3) 308-8087 or by
e-mail at Edwards.dennis@epa.gov with a response and for any guestions
concerning this letter. When submitting information or data in response to
this letter, a copy of this letter should accompany the submission to
facilitate processing.
(Embedded image moved to file: pic©6923.7ipg)
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Product Safety

Kemira

July 15, 2011

Antimicrobial Division

Office of Pesticide Programs
Environmental Protection Agency
Washington, DC 20460

Dear Sir or Madam:

1 appoint:
Delta Analytical Corporation
12510 Prosperity Drive, Suite 160
Silver Spring, MD 20604

Telephone: 301 680-7971
Fax: 301 680-7975

as Kemira, Inc.’s agent for pesticide registration matters. Jeff Jones and Donna Leventhal of
Delta will be your primary contacts.

My best regards,

ol S

Colleen M. Snyder
Product Safety Expert-Biocides

KEMIRA CHEMICALS, INC.

1950 Vaughan Road TELEPHONE TOLL FREE FAX aMail
Kannasaw (34 AM1dd ATR.AI10.488RAA RANAT AGAD AT Q10 ARTH Aaltnan intdnﬂ1\52ra ———
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1950 Vaughn Road ! !
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Kennesaw, GA 30144

Subject: Fennosurf 586
EPA. File Symbol: 9386-UO
Application Dated: February 17, 2011
EPA Receipt Date: February 22, 2011

Dear Ms. Snyder:

Our records indicate that the decision review period for EPA to make a
determination regarding the above referenced application ends on August 5, 2011 as
pursuant to the Pesticide Registration Improvement Act (PRIA). The application has
been determined, pursuant to 40 CFR 152.105, not to be sufficiently complete to process;
therefore, the application is considered deficient. Your options under 40 CFR 152.105
and section 33 of FIFRA are addressed separately because each involves a different
timeframe and set of options for responding to this letter. Please ensure that you consider
each of the sections below in determining how and when you respond to this letter.

40 CFR 152.105:

Pursuant to 40 CFR 152.105, you are allowed 75 days from the.date of this letter
to provide a response concerning the deficiencies listed in this letter. Your response may
include making corrections to complete the application, or notifying the Agency of the
date on which you expect to complete the application, or withdrawing your application.
If you do not respond {o this letter within 75 days or if you respond with a date on which
you expect to complete the application but fail to meet that scheduled date, the Agency
will treat the application as if you had withdrawn it.

COHCURREBMCES
SYMBOL . wepasnsesva=foussansocenvaannn ErenESse NSt .
S e . ediveensreserrivatedessesnsensesesensfarven : _
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Address the following deficiencies:

Me-Too Status

You have indicated that your formula is substantially similar to Buckman
Laboratories Busan 1215 (EPA Reg. # 1448-433). The Buckman product lists the
active ingredient as “Ammonia (total) ...7.59%”. If your product is a “me-too” of
this Buckman product, your label should read exactly the same without a footnote
stating: “(as Ammonium Sulfate (29.5%))” Please clarify the active ingredient in
your formulation.

Chemistry Data on the Source Material

Your formulation does not utilize an EPA registered source of active
ingredient. Therefore you must provide chemistry data on the unregistered
technical source of active ingredient. We will use this information to make a
determination as to whether or not your product is similar to other registered
known sources of this active ingredient. Your application includes chemistry data
on the formula you intend to register (7.59%), but not on the technical source

[ )

Generic Data Compensation

Y ou may not address generic data compensation using the Formulator’s
Exemption Statement since you are not purchasing a registered source of active
ingredient. In order to register this product you are required to support all of the
Tier I Data Requirements on the technical source. Please be aware that there may
be some exclusive use data associated with the data submitted by Buckman in
support of their Busan 1215 product. Buckman could provide you with a
permission letter as per FIFRA 3(c) (f) (i). We are in the process of clarifying the
exclusive use status of the Buckman data. We will notify you soon.

FIFRA Section 33/PRIA:

This application is also subject to a deadline for making a determination on the

application under FIFRA Section 33, Pesticide Registration Service Fees, established
under PRIA. The time frame for the Agency to make a determination on this application
ends on August 5, 2011, Because the deadline for the agency to make-a determination on
this application expires before the end of the 75 days you have to respond to the
deficiencies noted above, you have the following three options:

1. Establish a new due date. You may resolve the issues identified in this

letter by submitting a reply to the Agency by July 25, 2011 with information
as how you plan to address these deficiencies. Please include your proposed
re-ne gotlated PRIA due date of an addltlonal 12{} days for rewew beyond the
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response to this letter or during our review process, and the information is
found to be acceptable, it is the Agency’s expectation that resolution of the
deficiencies will result in the granting of your application.

2. Withdraw the application. Alternatively, you may notify us not later
than July 23, 2011 that you are withdrawing your application. As noted
above, withdrawal conciudes the Agency’s review of your application;
however, you may resubmit your application after the deficiencies have been
addressed. Should you choose to resubmit your application, it would be
subject to a new deadline for making a determination on your application and
a new registration service fee.

3. Not respond. If the Agency does not hear from you by July 25, 2011, the

Agency in meeting its obligations under section 33/PRIA may issue a *
determination to not grant your application. While a determination to not

grant an application would aliow EPA to have met its obligation under section

33 of FIFRA to issue a determination by a specified date, this determination is

neither a denial of the application pursuant to section 3(¢)(6) of FIFRA or a
withdrawal of the application. Thus, the Agency will continue to diligently

work on any such application as long as EPA receives a response to a

deficiency notice within the 75 days described above.

Please respond to this letter by July 25, 2011 by contacting Tracy Lantz by
telephone, (703) 308-6415, or by e-mail at Lantz.tracy(@epa.gov , Velma Nobie by
telephone at (703) 308-6233 or by e-mail at Noble.velma@epa.gov or Dennis Edwards
by telephone at (703) 308 8087 or by e-mai} at Edwards.dennis@epa.gov with a response
and for any questions concerning this letter. When submitting information or data in

response to this letter, a copy of this letter should accompany the submission to facilitate -
processing. ' '

“Sincerely,

W

Velma Noble

Product Manager 31

Regulatory Management Branch 1
Antimicrobials Division (7510P)

7510P: T.Lantz:7/14/11 9386-UQ less than 75 deficiency letter
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Deficiency letter for 9386-UO Ammonia for use in Pulp and Paper Mills
OMgia  Tracy Lantz to: colleen.synder 07/14/2011 05:54 PM
: Cc: Dennis Edwards, Veima Noble

You will receive a hard copy of this letter in the mail shortly.
| will be away from the office the week of 7/18. In my absence you may contact Dennis Edwards or Velma
Noble.

QPP Decision Number D445675

Colleen Snyder
Kemira Chemicals Inec.
1950 Vaughn Road
Kennesaw, GA 30144

Subject: Fennosurf 586
EPA File Symbol: 9386-U0O
Application Dated: February 17,2011
EPA Receipt Date: February 22, 2011

Dear Ms. Snyder:

Qur records indicate that the decision review period for EPA to make a determination
regarding the above referenced application ends on August 5, 2011 as pursuant to the Pesticide
Registration Improvement Act (PRIA). The application has been determined, pursuant to 40
CFR 152.1035, not to be sufficiently complete to process; therefore, the application is considered
deficient. Your options under 46 CFR 152.105 and section 33 of FIFRA are addressed separately
because each involves a different timeframe and set of options for responding to this letter.
Please ensure that you consider each of the sections below in determining how and when you
respond to this letter.

40 CFR 152.105:

Pursuant to 40 CFR 152.108, you are allowed 75 days from the date of this letter to
provide a response concerning the deficiencies listed in this letter. Your response may include
making corrections to complete the application, or notifying the Agency of the date on which you
expect to complete the application, or withdrawing your application. If you do not respond to
this letter within 75 days or if you respond with a date on which you expect to complete the
application but fail to meet that scheduled date, the Agency will treat the application as if you
had withdrawn it.

Address the following deficiencies:

Me-Too Status
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You have indicated that your formula is substantially similar to Buckman
Laboratories Busan 1215 (EPA Reg. # 1448-433). The Buckman product lists the active
ingredient as “Ammonia (total) ...7.59%”. If your product is a “me-t00” of this Buckman
product, your label should read exactly the same without a footnote stating: “(as
Ammonium Sulfate (29.5%))” Please clarify the active ingredient in your formulation.

Chemistry Data on the Source Material

Your formulation does not utilize an EPA registered source of active ingredient.
Therefore you must provide chemistry data on the unregistered technical source of active
ingredient. We will use this information to make a determination as to whether or not
your product is similar to other registered known sources of this active ingredient. Your
application includes chemistry data on the formula vou intend to register (7.59%), but not
on the technical source -).

Generic Data Compensation

You may not address generic data compensation using the Formulator’s
Exemption Statement since you are not purchasing a registered source of active
ingredient. In order to register this product you are required to support all of the Tier |
Data Requirements on the technical source. Please be aware that there may be some
exclusive use data associated with the data submitted by Buckman in support of their
Busan 1215 product. Buckman could provide vou with a permission letter as per FIFRA
3(c) () (1). We are in the process of clarifying the exclusive use status of the Buckman
data. We will notify you soon.

FIFRA Section 33/PRIA:

This application is also subject to a deadline for making a determination on the

application under FIFRA Section 33, Pesticide Registration Service Fees, established under
PRIA. The time frame for the Agency to make a determination on this application ends on
August 5, 2011. Because the deadline for the agency to make a determination on this application
expires before the end of the 75 days you have to respond to the deficiencies noted above, you
have the following three options:

1. Establish a new due date. You may resolve the issues identitfied in this letter by
submitting a reply to the Agency by July 25, 2011 with information as how you plan
to address these deficiencies. Please include your proposed re-negotiated PRIA due
date of an additional 120 days for review beyond the date vou expect the fix to arrive.
Also indicate when you expect your fix to arrive at the Agency for review. If no other
issues arise as a result of your response to this letter or during our review process, and
the information is found to be acceptable, it is the Agency’s expectation that
resolution of the deficiencies will result in the granting of your application.

2. Withdraw the application. Alternatively, you may notify us not later than July
25, 2011 that you are withdrawing your application. As noted above, withdrawal
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concludes the Agency’s review of your application; however, you may resubmit your
application after the deficiencies have been addressed. Should you choose to
resubmit your application, it would be subject to a new deadline for making a
determination on your application and a new registration service fee.

3. Not respond. If the Agency does not hear from you by July 25, 2011, the Agency
in meeting its obligations under section 33/PRIA may issue a determination to not
grant your application. While a determination to not grant an application would allow
EPA to have met its obligation under section 33 of FIFRA to issue a determination by
a specified date, this determination is neither a denial of the application pursuant to
section 3(¢c)(6) of FIFRA or a withdrawal of the application. Thus, the Agency will
contimue to diligently work on any such application as long as EPA receives a
response to a deficiency notice within the 75 days described above.

Please respond to this letter by July 25, 2011 by contacting Tracy Lantz by telephone,
(703) 308-6415, or by e-mail at Lantz.tracy/diepa.gov , Velma Noble by telephone at (703)
308-6233 or by e-mail at Noble.velinal@epa.coyv or Dennis Edwards by telephone at (703)
308-8087 or by e-mail at Edwards.dennisf@epa.gov with a response and for any questions
conceming this letter. When submitting information or data in response to this letter, a copy of
this letter should accompany the submission to facilitate processing.

Tracy Lantz

Regulatory Team 34

Antimicrobiais Division

U. 8. Environmental Protection Agency
Phone: {703} 308-6415

FAX: {703) 308-8481
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LT Fw: Deficiency letter for 9386-UO Ammonia for use in Pulp and Paper Mills

Tracy Laniz to: colleen.snyder 07/14/2011 05:55 PM

You will receive a hard copy of this letter in the mail shoitly.
fwill be away from the office the week of 7/18. In my absence you may contact Dennis Edwards or Velma
Noble.

OPP Decision Number D445675

Colleen Snyder
Kemira Chemicals Inc,
1950 Vaughn Road
Kennesaw, GA 30144

Subject: Fennosurf 586
EPA File Symbol: 9386-UO
Application Dated: February 17, 2011
EPA Receipt Date: February 22, 2011

Dear Ms. Snyder:

QOur records indicate that the decision review period for EPA to make a determination
regarding the above referenced application ends on August 5, 2011 as pursuant to the Pesticide
Registration Improvement Act (PRIA). The application has been determined, pursuant to 40
CFR 152.105, not to be sufficiently complete to process; therefore, the application is considered
deficient. Your options under 40 CFR 152.105 and section 33 of FIFRA are addressed separately
because each involves a different timeframe and set of options for responding to this letter.
Please ensure that you consider each of the sections below in determining how and when you
respond to this letter,

40 CFR 152.105:

Pursuant to 40 CFR 152.1035, you are allowed 75 days from the date of this letter to
provide a response concerning the deficiencies listed in this letter. Your response may include
making corrections to complete the application, or notifying the Agency of the date on which you
expect to complete the application, or withdrawing your application. If you do not respond to
this letter within 75 days or if you respond with a date on which yvou expect to complete the
application but fail to meet that scheduled date. the Agency will treat the application as if you
had withdrawn it.

Address the following deficiencies:
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Me-Too Status

You have indicated that your formula is substantially similar to Buckman
Laboratories Busan 1215 (EPA Reg. # 1448-433). The Buckman product lists the active
ingredient as “Ammeonia (total) ...7.59%". If your product is a “me-too” of this Buckman
product, your label should read exactly the same without a footnote stating: “(as
Ammonium Sulfate (29.5%))” Please clarify the active ingredient in your formulation.

Chemistry Data on the Source Material

Your formulation does not utilize an EPA registered source of active ingredient.
Therefore you must provide chemistry data on the unregistered technical source of active
ingredient. We will use this information to make a determination as to whether or not
your product is similar to other registered known sources of this active ingredient. Your
application includes chemistry data on the formula you intend to register (7.59%), but not
on the technical source -)

Generic Data Compensation

You may not address generic data compensation using the Formulator’s
Exemption Statement since you are not purchasing a registered source of active
ingredient. In order to register this product you are required to support all of the Tier I
Data Requirements on the technical source. Please be aware that there may be some
exclusive use data associated with the data submitted by Buckman in support of their
Busan 1215 product. Buckman could provide you with a permission letter as per FIFRA
3(c) () (1). We are in the process of clarifying the exclusive use status of the Buckman
data. We will notify you soon.

FIFRA Section 33/PRIA:

This application is also subject to a deadline for making a determination on the
application under FIFRA Section 33, Pesticide Registration Service Fees, established under
PRIA. The time frame for the Agency to make a determination on this application ends on
August 5, 2011. Because the deadline for the agency to make a determination on this application
expires before the end of the 75 days you have to respond fo the deficiencies noted above, you
have the following three options:

1. Establish a new due date. You may resolve the issues identified in this letter by
submitting a reply to the Agency by Julv 25. 2011 with information as how you plan
to address these deficiencies. Please include your proposed re-negotiated PRIA due
date of an additional 120 days for review beyond the date you expect the fix to arrive.
Also indicate when you expect your fix to arrive at the Agency for review. If no other
issues arise as a result of your response to this letter or during our review process, and
the information is found to be acceptable, it is the Agency’s expectation that
resolution of the deficiencies will result in the granting of your application.
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2, Withdraw the application. Alternatively, you may notify us not later than July
25,2011 that you are withdrawing your application. As noted above, withdrawal
concludes the Agency’s review of your application; however, you may resubmit your
application after the deficiencies have been addressed. Should you choose to
resubmit your application, it would be subject to a new deadline for making a
determination on your application and a new registration service fee.

3. Not respond. If the Agency does not hear from you by July 25, 2011, the Agency
in meeting its obligations under section 33/PRIA may issue a determination fo not
grant your application. While a determination to not grant an application would allow
EPA to have met its obligation under section 33 of FIFRA to issue a determination by
a specified date, this determination is neither a denial of the application pursuant to
section 3(c)(6) of FIFRA or a withdrawal of the application. Thus, the Agency will
continue to diligently work on any such application as long as EPA receives a
response to a deficiency notice within the 75 days described above.

Please respond to this letter by July 25, 2011 by contacting Tracy Lantz by telephone,
(703) 308-64135, or by e~-mail at Lantz.lracy@@epa.gov , Velma Noble by telephone at (703)
308-6233 or by e-mail at Noble.velma@epa.gov or Dennis Edwards by telephone at (703)
308-8087 or by e-mail at Edwards.dennisi@epa.gov with a response and for any guestions
concerning this letter. When submitting information or data in response to this letter, a copy of
this letter should accompany the submission to facilitate processing.

.z

'j
“ A‘a%f L

Tracy Lantz

Regulatory Team 34

Antimicrobials Division

U. 8. Environmental Protection Agency
Phone: (703) 308-6415

FAX: {703) 3088481
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Re: two areas of questions in red... Re: See question in red-—-please reply
today. Re: initial comments included... Re: Kemira application for registration

Dennis Edwards to: Philip Ross 06/02/2011 03:19 PM

Cc: Kim Wilsen, Tracy Lantz, Velma Noble
— P et et "
) U
Phil, o,
<.
)
«Q
= o
® o
Dennis E_J Q:"J..
. . o
Dennis Edwards, Chief % 3
Regutatory Management Branch 1 = O
Antimicrobials Division g <
703-308-8087 s 2
. = @
Philip Ross Attorney Client Communication Attorney Work P... 06/02/2011 01:19:48 PM 5 =
—_ O
From: Philip Ross/DC/USEPA/US = %
To: Dennis Edwards/DC/USERPAUS@EPA, Kim Wilson/DC/USEPA/US@EPA, Tracy 2 3
Lantz/DC/USEPA/US@EPA, Velma Noble/DC/USEPA/US@EPA 3 —
Date: 06/02/2011 01:19 PM Q 5
Subject; two areas of questions in red... Re: See question in red-—please reply today. Re: initial comments g o
included... Re: Kemira application for registration S gJ._
* 6'
33(-
Attorney Client Communicaticn
Attorney Work Product
Deliberative

Priviteged and Confidential
Do Not Release

Dennis--

Thanks!

Phil

Phitip J. Ross

United States Environmental Protection Agency

Office of General Counsel
Pesticides and Toxic Substances iaw Office
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two areas of questions in red... Re: See question in red---please reply today.
Re: initial comments included... Re: Kemira application for registration .3

Philip Ross  to: Rgggs Edwards, Kim Wilson, Tracy Lantz, Velma 06/02/2011 019 PM

Attorney Client Communication
Attorney Work Product
Deliberative

Privileged and Confidential

Do Not Release

Dennis--

Thanks!

L,UoNeoIuNwwoD jualjo-Asuiope pabajiAud,

Phil

Philip J. Ross

Linited States Environmental Protection Agency
Office of General Counsel

Pesticides and Toxic Substances Law Office
202-564-5637

Philip Ross Attorney Client Communication Attorney Work... -~ - -+ - 06/02/2011 09:34:16 AM
From: Philip Ross/DC/IUSEPA/AS
To: Dennis Edwards/DC/USEPA/US@EPA
Cc: Tracy Lantz/DC/USEPAUS@EPA, Velma Noble/DC/USEPA/US@EPA, Kim
Wilson/DC/USEPA/US@EPA, Philip Ross/DCIUSEPA/US@EPA
Date: 06/02/201 1 09:34 AM
Subject: See guestion in red---please reply today. Re: initial comments included... Re: Kemira application

for registration

Attorney Client Communication
Attorney Work Product
Deliberative

Privileged and Confidential

Do Not Release
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Dennis--

Thanks.
Phil

Philip J. Ross

United States Environmental Protection Agency
Office of General Counsel

Pesticides and Toxic Substances Law Office
202-564-5637

~~~~~ Dennis Edwards/DC/USEPA/US wrote: -----

To: Philip Ross/DCUSEPA/US@EPA

From: Dennis Edwards/DC/USEPA/US

Date: 06/02/2011 08:15AM

Cc: Velma Noble/DC/USEPA/US@EPA, Tracy Lantz/DC/USEPA/US@EPA
Subject; Re: initial comments included... Re: Kemira application for registration

Hi Phil,

164
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Dennis

“ Philip Ross---05/23/2011 09:58:41 AM---Attorney Client Communication Attorney Work Product

From: Philip Ross/DC/USEPA/IS

To: Dennis Edwards/DC/USEPA/US@EPA

Cc: Joan Harrigan-Farrelly/DC/USEPA/US@EPA, Tracy Laniz/DC/USEPA/US@EPA, Velma
Noble/DC/USEPA/US@EPA, Kim Wilson/DC/USEPA/US@EPA

Date: 05/23/2011 09:58 AM

Subject: Re: initial comments included... Re: Kemira application for registration

Attorney Client Communication
Attorney Work Product
Deliberative

Luoleaiunwwod jualjo-Asuione pabao|inlid,

165



Privileged and Confidential
Do Not Release

Dennis--

Thanks.
Phil

Philip J. Ross

United States Environmental Protection Agency
Office of General Counsel

Pesticides and Toxic Substances Law Office
202-564-5637

“ Dennis Edwards---05/13/2011 10:39:02 AM---Attorney Client Communication Deliberative

From: Dennis Edwards/DC/USEPA/US

To: Philip Ross/DC/USEPA/US@EPA

Cc: Joan Harrigan-Farrelly/DC/USEPA/US@EPA, Tracy Lantz/DC/USEPA/US@EPRA, Velma
Noble/DC/USEPA/US@EPA

Date; 05/13/2011 10:39 AM

Subject: Re:! initial comments included... Re: Kemira application for registration

Attorney Client Communication
Deliberative

Privileged and Confidential

Do Not Release

Hi Phil,

Dennis
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“ Philip Ross-—-04/27/2011 05:34:37 PM---Attomey Client Communication Attorney Work Product

From: Philip Ross/DC/USEPA/US

To: Dennis Edwards/DC/USEPA/US@EPA

Cc: Joan Harrigan-Farrelly/DC/USEPA/US@EPA, Tracy Lantz/DC/USEPA/US@EPA, Velma
Noble/DC/USEPA/US@EPA

Date; 04/27/2011 05:34 PM

Subject: initial comments inciuded... Re: Kemira application for registration

Attorney Client Communication
Attorney Work Product
Defiberative

Privileged and Cenfidential

Do Not Release

LUoljewlojul sAneaqijap [euisiul,

Dennis--

Thanks! [attachment "4 27 2011 pir initial feedback to Dennis Edwards on Kemira.pdf' deleted
by Dennis Edwards/DC/USEPA/US]

Phil

Philip J. Ross

United States Envircnmental Protection Agency
Office of General Counsel

Pesticides and Toxic Substances Law Office
202-564-5637

“ Dennis Edwards---04/21/2011 11:36:51 AM---Hi Phil, ||| | GG

From: Dennis Edwards/DC/USEPA/US

To: Philip Ross/DC/USEPA/US@EPA

Cc: Joan Harrigan-Farrelly/DC/USEPA/US@EPA, Velma Noble/DC/USEPA/US@EPA, Tracy
Lantz/DC/USEPA/US@EPA

LUOIBOIUNWWOI judlo-Asulione pabajialgd,
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Date: 04/21/2011 11:36 AM
Subject: Kemira application for registration

Hi Phil,

Luoljew.ojul aAljesaqiep [eusayu|,
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*Internal deliberative information*

*Privileged attorney-client communication*

169



Re: initial comments included... Re: Kemira application for registration
Dennis Edwards to: Philip Ross 06/02/2011 08:15 AM
Cc: Veima Noble, Tracy Laniz
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Dennis

Philip Ross Attorney Client Communication Attorney Work P... - 0512372011 09:58:41 AM
From: Phitip Ross/DC/USEPA/S
To: Dennis Edwards/DC/USEPA/US@EPA
Ce: Joan Harrigan-Farrelly/DCAISEPASIS@EPA, Tracy Lantz/DCIUSEPA/USE@EPA, Velma
Noble/DCAUSEPA/US@EPA, Kim Wilson/DCASEPA/US@EPA
Date: 05/23/2011 09:58 AM
Subject: Re: initial comments inciuded... Re: Kemira application for registration

H

LUOIJBWLIOJUI BANRIaqI[8p [eulalu|,

Attorney Client Communication
Attorney Work Product
Deliberative

Privileged and Confidential

Do Not Release

Dennis--

Thanks,

LUoneolunwwod jualo-Asuione pabajinug,

Phil

Philip J. Ross

United States Environmental Protection Agency
Office of General Counsel

Pesticides and Toxic Substances Law Office
202-564-5637

Dennis Edwards mmunication Deliberative = ©05/13/2011 10:38:02 AM
From: Dennis Edwards/DCAUSEPA/US
To: Philip Ross/DCAUSEPAUS@EPA
Ce: Joan Harrigan-Farrelly/DCAISEPA/US@EPA, Tracy Lantz/DCAUSEPA/US@EPA, Velma
Noble/DC/AUSEPAMUS@EPA
Date: 05/13/2011 10:39 AM
Subject: Re: initiai comments included... Re: Kemira application for registration

Attorney Client Communication
Deliberative

Privileged and Confidential

Do Not Release
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Hi Phil,

Dennis

Philip Ross
Dennis Edwards

Hi Phil

Ciient Communication Atiormey Work P... .~ 04/27/2011 05:34:37 PM

I 04/21/201111:36:51 AM
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initial comments included... Re: Kemira application for registration [
Philip Ross to: Dennis Edwards 042712011 05:34 PM

. I
Attorney Client Communication ‘Pff‘li MmN (6(2’"3 'wakhll
Attorney Work Product N _
Deliberative Denms Semr mace into on G131

Privileged and Confidential
Do Not Release

Dennis--

Thanks! 427 2011 pirinitial feadback to Dennis Edwards on Kemica, pdf

Phil

LUOIBOIUNWWOI Judlo-Asulione pabajialgd,

Philip J. Ross
United States Envircnmental Protection Agency
Office of General Counsel

Pesticides and Toxic Substances Law Qffice
202-564-5637

Dennis Edwards  Hi phil, [T 04/21/2011 11:36:51 AM

From: Dennis Edwards/DC/USEPA/US

To: Philip Ross/DC/USEPA/US@EPA

Cc: Joan Harrigan-Farrelly/DC/USEPA/US@EPA, Velma Noble/DC/USEPA/USG@EPA, Tracy
Lantz/DC/USEPA/US@EPA

Pate: 04/21/2011 11:36 AM

Subject: Kermira application for registration

LUOIJBWIOJUI BANjRIaqI[8p [eulalu|,
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*Internal deliberative information*

*Privileged attorney-client communication™




*Internal deliberative information*
*Privileged attorney-client communication™

i ards/DC/USEPA/US

Philip Ross/DC/USEPA/US@EP
Joan Harrigan-Farrelly/DC/USEPA/US@EPA, Veima Nobie/DC/USEPA/US@EPA, Tracy

Lantz/DC/USEPAJUS@EPA
Thursday, Ap_rii 21, 2011 11:36A
Subject:  Kemira appiication for registratio




*Internal deliberative information*

Page 2 of 2

*Privileged attorney-client communication*




Kemira application for registration
Dennis Edwards to: Philip Ross 04/21/2011 11:36 AM
Ce: Joan Harrigan-Farrelly, Velma Noble, Tracy Laniz
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*Privileged attorney-client
communication®

*Internal deliberative information™
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*Product ingredient source information may be entitled to confidential treatment*
CBl

Fw: Kemira application for registration
Dennis Edwards Tracy Lantz, Velma Noble

Dennis

Dennis :

Regulatory Management Branch 1

Antimicrobials Division

703-308-8087

~we- FOrwarded by Dennis Edwards/DCAISEPA/LS on 04/16/20t1 08:44 PM wmeen

From: Dennis Edwards/DC/USEPA/IS
: Philip Ross/DC/USEPA/MS
04/14/2011 07:47 PM ('clra-@ )
i ication for registrati
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. . . * H H H H *
*Privileged attorney-client communication* Internal deliberative information




*Product ingredient source information may be entitled to confidential treatment*

Fw: Kemira application for registration
Dennis Edwards to: Tracy Lantz, Velma Noble

Velma/ltracy

Dennis

Dennis Edwards, Chief
Regulatory Management Branch 1
Antimicrebials Division

703-308-8087
-—- Forwarded by Dennis Edwards/DC/USEPA/US on 04/16/2011 08:44 PM «-

Luoleaiunwwod jualjo-Asulione pabajild,

From: Dennis Edwards/DC/USEPAUS
To: Philip Ross/DC/USEPA/US

Date: 04/14/2011 07:47 PM

Subject: Kemira application for registration
Hi Phil,
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*Product ingredient source information may be entitled to confidential treatment*
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*Privileged attorney-client communication* | | *Internal deliberative information*
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Kemira Chemicals application for registration
Dennis Edwards 10: Philip Ross, Chris Kaczmarek

Dennis/Tracy

Dennis Edwards, Chief
Regulatory Management Branch 1
Antimicrobials Division
703-308-8087

03/18/2011 11:30 AM
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Memorandum

Date: 03/ ey /|

To: e 2| , Regulatory Manager

From: Information Services Branch, ITRMD

Your receipt of this data submission is not a;
indication that MRIDs for the enclosed studies have
been posted to OPPIN.

We expect that it will be approximately 5 days
from the above date before the study-level data is
available in OPPIN.

If you have any questions about this process,
please contact Teresa Downs (305-5363).

This is a: " fully accepted submission
[ partially accepted submission
I rejected submission
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ST ST UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

) WASHINGTON, D.C. 20468
Sz

£
AL pROTE”

*\HOHM”Q
AGERC!

‘\'3

March 2, 2011
OFFICE OF

PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

DALE A. BAUER

KEMIRA CHEMICALS, INC.
1950 VAUGHN ROAD
KENNESAW, GA 30144-

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 22-FEB-11. Our staff has completed a preliminary
analysis of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with

Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in

all future references to these documents. Thank you for your cooperation. If you have any
guestions concerning this data submission, please raise them with the cognizant Product

Manager, to whom the data have been released.
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Prirt Letter

Erter More Information

Tracking

2-Feb-2011 :

Mewy Applicetion for registration

YiewlEdit
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21-Day Screen Completed by
Contractor

21-Day Expires on 315"~ |

Jacket# ¢3%6C-UO
MRID# ¢s53992

Content Screen: Recommend to Pass/Fail

Overall Status: Recommend to@Fail

Transfer This Jacket to:

Veemn Mol

188
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, N.JW.
WASHINGTON, D.C. 20460

Paperwork Reducon Act Notice: The pubtic reporting burden for this coltection of information is estimated to average 1.25 hours per response for regisirasion and 0,25 hours
per respense for reregisteztion and speciat review activities, including time for reading the nstructions and completing the necessary forms. Sead comitients regarding burden
gstimnate or any other aspect of this coltection of information, including suggestions for reducing the burden to: Director, Cottcction Strategies Division {28227), U.S.
Envitonmentz! Protection Agency, {200 Pennsyivania Avenne, N.W., Washington, DC 20460, Tie nol send the cerepleted form to this addiess,

Certification with Respect to Citation of Data

Appilicant's/Registrant's Name, Address, and Telephone Number EPA Registration Number/Fiie Symbol
KEMIRA CHEMICALS INC 9386-UO

1000 PARKWOOD GIRCLE

ATLANTAGA 30339

Active Ingradient{s} andfor representative test cormpound{s) Data

AGLIEOUS AMMONIA SOLUTION 02112011

General Use Pattern{s} {list all those claimed for this product using 40 CFR Part 158) Product Name

PAPER AND PAPER BOARD PROCESS WATERS FENNOSURF 588

NOTE: if your product is 2 100% repackaging of another purchased EPAegistered product labeled for all the same uses on your label, you do not need jo
submit this form, You must submit the Formulator's Exemption Statement {EPA Form 8570-27).

I:I | am respanding to a Rata-Calldn Notice, and have inciuded with this form a list of companies sent offers of compensation {the Data Malrix form shouid
be used for this purpose).

SECTION | METHOL OF DATA SUPPORT (Check one method oniy)

; Eméﬁé“‘%m;“%a" melt‘htodfof suppodt, andmha?rfa . | am using the seiective method of support {or cite-all option under
Acluce ‘S form & ISl of companies Sent oirers o X the selective melhod}, and have included with this form a compileted list
::hqmpensatlo}n {the Daia Mainx form should be used for of data requlrements}ith& Data Matrix form must be used) i

IS purpose)l, )

SECTION i GENERAL OFFER TQ PAY

{Required if using the cite-al meihod or when vsing the cite-all opbon under the seleclive methed to satisfy one or more data requiremenis]
X1 hereby offer and agree to pay compensalion, to other persong, with regard to the approval of this application, to the exten! required by FIFRA,

SEGTION 1il: GERTIEICATION

1 cerkfy that this application for registratien, this form for reregistration, or this Data-Call-in response is supperied by all dats submitted or cited in the appéication for
registration, the form for reregistration, or the Data-Cail-in respeonse, in addition, if the cite-all option or cile-ali option under the saiective mathod is indicated in Section i, this
appiication is supponed by & data in the Agency's files that {1} concem the properiias or effecls of this product or an identical or substaniially similar product, or one or mora of the
ingredients in this product; and (2}1s a type of data that weuid ba reguired fo be submitled under ihe dala requirements in effect on the date of approval of this apptication ir the
appiication sought the initial registration of a product of identicat or similar composition and uses .

1 eertify that for each exclusive use study cited in support of this registration or raregistration, thet | am the onginal data submitter or that | hava obtained the written
permission of ha ofiginai data submitter to cite that study.

i cerfify that for each study cited in suppont of this registration or reregistration that is net an exclusive use study, either: (a} i am the original data submitter; {b} | have
obtained the permission of the original data submitter o use the study in support of this application; {¢) aii perieds of eiigibiity for compensation have expired for the study; {d) tha
study is in he pubilc filerature; or {2} | have notified in writing the company that submitted the atudy and have offered {i} fo pay compensation o the extent reguired by sections
He}{1}{F)andfor 3{cH{2)B} of FIFRA; and fil} to commence negotiations to detennine the amount and terms of campensation, if any, to be paid for the use of the study,

1 certify that in afi instances where an offer of compensation is required, copies of ali offers fo pay compensation and evidence of their delivery in accordance with sections
3{e){t){F} andior 3{c){2HB) of FIFRA ara avalable and will be submitled to the Agency upon request. Sheuld i fail fo produca such evidanca to the Agency upon request, | understand
that the Agency may initiate action {0 deny, cancel or suspend the registration of my predust in conformity with FIFRA.

t certlfy that the statements { have made on this form and alt atfachments to it are true, accurata, and compiete. | ocknowicdge that any knowingly faise or
misteading statament may be punishable by fine erimprisonment or both under appitcable taw.

Typed or Printed Name and Title

- gg-tf?.zon Colieen M Snyder Product Safety Expert-Blocides

- M

EPA Form 8570-34 (42.2003) Electronic and Paper versions avattabte. Subimit only Paper version.

Signature [ Y




Me-Too New Product Registratian
{(PRIA-A33))

Feanonl 586 (EPA REC. 4 9368-U0)
Dhata Sebrmitters List 924172011

DATA SUBMITTERS LIST
Buckman Laboratories, Inc. Busan 1215 EPA Reg. # 1448-433
1256 McLean Bilvd _ BCMW EPA Reg. # 1448-432

Memphis TN 38108
901-278-0330

v

revised KIQCH
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Streei, S.W.
WASHINGTON, D.C. 20460

Form Approved GMB No, 2070-0060

Papeswork Reduction Act Notlce: The public reporting burden for thls coillection of information is estimated to average 0,25 hours per response for registration actlvitles and 0.25 hours per response for reregistration and
special review activities, inciuding time for reading the Instructlons and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of lnfermation, including
suggestions for reducing the burden to: Sirector, OPP informaiion Management Oivislon (2137), U.5. Environmentai Protection Agemcy, 401 M Street, S.W., Washington, DC 20460, Do not send the form to thls address,

-

Colleen M Snyder Product Safety Expert

DATA MATRIX {
pate: 21 December, 2011 EPA Reg No./File Symbol: 9386- UQ Page 1of 3
Appllcant's/Registrant’s Name & Addrass: End {5 Product:
Kemira Chemicals in¢, 1000 Parkowood Circle, Atlanta GA 30339 FENNOSURF 586
ingredient: Agueous Ammaonia Solution
Guireilue Reference Wumber Guideline Study Name MRID Number Submitter Status Note
PRODUCT CIEMISTRY
$30.1550 (G1-1) Product demity / Diselosure of Ingredicnts 48399208 |4 Kemira Chemicals Inc OWN
£30.1600 (61-22) Beginning Malerials 48399201 | % Kemira Chensical s Tue OWN
£30.1650 (61-24) Deseription of Formulation Prucess 48399201 I Kemira Chemicals Inc OWN
. . | % ) . OWN
£30- 1670 (61-2h) Discussion of Formation of Impurities 48399201 Kemira Chenticals Inc
$30.1700 (62-1) Preliminary Anialysis 48637101 | K Kemira Chemicals In OWn
$30.1750 (62-2) Certificd Limits 48399201 | X Kemira Chemicals Inc OWN
, X o OWN
$30.1800 (62-3) Enforcentent Analytical Method 4E399201 Kemim Chemicals Inc
£30.6302 (63-02) Color 18399202 | ¥ Kemnira Cliemieals Inc OWN
$30.6303 (63-03) Physical Stato 48399002 | X Kerniro Chemicals Ing OWN
830.6304 (63-04) Odor 839R02 | X Kemira Chenticals Ing OWN
N/A y Not a TGAI/MEL
£30.6313 (63-13) Stability Kemira Cheiicals Ine Registration
OWN
£30.6314 (§314) Oxidation / Reduction 48399202 | Kemira Chemicals Inc
. ) OWN
E30.6315 (63-15) Flammability 48399202 | x Kemira Chenticals In¢
15999203 , cale 1 OWN
4306316 (6316} Exnplodalility X Kemira Cheuticals Inc
Namc and Title | Date
( B ( bj/\ [/UL : Signature

21DEC-2011

ERA Forim 8570-35 (9- 91 ) Electronic and Paper versions available. Submit only Paper version,

Agency Internal Use Copy

191



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401, M Streat, S.W.
WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0050

NCY,

. 401 M Street, S.W., Washinaton, DC 20460. Do not sen

Paperwork Reduction Act Notice: The public reporting burden for this coliectlon of information Is estimated to average 0.25 hours per respanse for registration activities and 0.25 hours per response for reregistration and

special review actlvitles, including time for reading the instructions and complating 1he necessary formis. Send comments regarding the burden estimate or any other aspect of thls collection of information, Including
isugeestions loz reducing the burden to: Director, OPP Information Management Divlsion t2137]. U.S, Environmental Protection Age:

of

EPA Form 8570-35 {9-97€ Elcetronic and Paper versions available. Submit only Paper version,

DATA MATRIX
pate: 21 December, 2011 EPA Reg No./File Symbol 9386~ UO Page 2 of 3
Applicant’s/Reglstrant’s Name & Address: End Use Product:
Kemira Chemicals inc, 2000 Parkwood Circle, Atianta GA 30339 FENNOSURF 586
Ingredient: gredient: Aqueous Ammaonia Solution
Guideline Reference Number Guideline Stady Name MRID Number Submitter Status Notc
£30.6317 (63-17) Storage Stability To be submitted
. . .
8306319 (63-19) Miscibility 48399202 W Kemira Chemicals Inc OWHN
£30-6320 (63-20) Corrosion characteristics Tobe submitted
£30.6321 (63-21) Dielecric Breakdown voltage 483992024 Kemira Chemicals Inc OWN
£30.7000 (63-12) pH 48690401 X~ Kcemira Chemicals lnc OWN
. s Not a TGAIMU
£30.7050 UVVisible Speotra NiA Keniira Cherticals Inc Registration
£30.7100 (63-18) Viscosity 48690401 Kemira Chemic.als Inc OWN
R30.7200 (63-5) Melting point NIA Kernira Chenicals Ine Waive WAIVER
\ . Mot a TGALMU
£30.7220 (63-6) Boiling point N/A Kemira Chemicals Ine Registration 1.,
£30.7300 (63-7) Density / relative density / bulk density 18690401 % Kemira Chemicals lne OWN
Not o TGALMU
830.7370 (63-10) Dissociation constant in water N/A, Kcemira Chemicals Inc Registration
: . Nt a TGALMU
£30.7570 (63-11) Octanol / waler partition cocfficicnt NiA Kemira Chemicals Ine Regislration
Kemira Chemicals Ing Not a TGAIMU
8307860 (63-8) Waler solubility NIA Registration
NA Not a TGAYMU
830.7950 (63-9) Vapor pressurc Kemira Chemicals Inc Registration
ok '3 f-""! .
’ //[ é‘_yui Signatnre Mame and Tille Date
( 7 d "‘( i I
AAr m’\ & Colleen M Snyder Product Safety Expert | 22DEC-20%1

Agency Internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Form Approved OMA Ne. 2070-0060

Paperwork Reduction Act Notice; The public reporting burden lor this collection of Information |s estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for reregistration and
special review activities, inciuding time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any other aspect of this collectien of information, inciuding
suggastions for reducing the burden to: Director, OPP information Management Division (2137}, LL.S, Environmental Protection Agency, 401 M Street, 5.W., Washington, 0C 20460, Do not send the form to this addrass.

EPA Fonm 8570-35 (9-97) Electrenic and Pager versions availabie. Snbmit only Paper version,

DATA MATRIX
oate: 271 December, 2011 _[ EPA Reg No./File Symbot  9386- O J"ase 3of3
Applicant’s/Registrant’s Name & Address: End Use Product:
Kemira Chemicals Inc, 1000 Parkwoaod Circle, Atlanta GA 30339 Fennosurf 586
ingredient: Ingredient: Aqueous Ammaonia Solution
Guidetine Reference Number Guideline Study Name MRID Numbey Submitter Status Note
TOXICOLOGY
Buckmat Laboratorics
870.1100 81-0) Acute Oral Toxicity 464351-08 (K Olfer to Pay
§70.1200 (B1-2) Agute Dermal Toxicity 46435109 [X Buckman Laboraterics Qffer to Pay
$70,1300 (81-3) Acute Inhatation Toxicity 464351-10 |X Buckman Laboratories | Offer to Pay |
£70.2400 (81-4) Acute Eye Irsitation A64351-1E [A Buckisten Laboratories | Offer to Day
$70.2500 (§1-5) Acute Dermat Iritation 46435112 K Buckman Laboratorics | Offer to Pay
§70,2600 (81-6) Skin Sensitization 46435113 i< Buckman Laboraterics Qffer to Pay
! N si Nanie and fitie Date
(,uA N 5 0t | Colleen M Snyder Product Safety Expert | 21DEC-2011
{

Agency interna} Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, 5.W.

WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this coliection of information is estimated to average 0.25 hours per response for reglstration activitles and 0,25 hours par response for reregistration and
special review activities, inchuding time for reading the instructions and compieting the necessary forems. Send comments regarding the burden estimate or any other aspact of this coliection of information, inciudng
suggestions for reducing 1he burden to: Director, OPP information Management Division (2137), U.S. Environmental Protection Agencey, 401 M Street, 5.W., Washingten, 0C 20450. Do not send the form to this address.

SUPPORTING DATA MATRIX ON SOURCE MATERIAL

pate: 21 Dacember, 2011

EPA Reg No_fFile Symboi : 9386- UO Page 1of 3
Applifant’sfkegistranl's Name & Address: ) preduct- Aqueous Ammoeonia Solution
Kemira Chemicals inc, 1000 Parkwood Circle, Atlanta GA 30339
ingredient: Aguieous Ammonia Solution {5302 JO SUPPORT END USE PRODUCT FENNOSURF 586
Guideline Reference Numbicr Guideline Study Name MRID Number Submitter Status Note
PRODUCT CHEMISTRY-
GROUP A .
£30.1550 (61-1) Product ldeiility / Disclosure of ngredients 464351-02/464351 147] Buckman Laboratories Offer To Pay
$30.1600 (61-24) Beginning Materials 46435107 Buckman Laboratories Offer To Pay
830.1620 (61-2a) Description of Production Process 4643512.14%| Buckman Laboratorics Offer To Pay
830,1650 Description of Foromlation (Manufacturing) Process 4741t t-{)ﬁ Buckmait Laboratories Offer To Poy
830-1670 (61-2b) Diseussicn of Formation of Impurities 164351-0%/464351-149 Buckman Laboratorics Offer o Pay
830,L700 (62-1) Preliminary Analysis 464351141475 t 01| Buckman Laboratorics Offer To Pay
830.1750 (62-2) Certified Lintits 464351-03/46435114>] Brckman Leboratorics Offer To Pay
. . Buckman Laboratories Offer To Pay
£30.1800 (62-3) Enforcemenl Analytical Method 464351 02’54232;01_‘(‘;&
$30.1900 (64+1) Submittal of Samples Buckuan Laboratories Offer To Pay
PRODUCT CHEMISTRY-
GROUP B
¥ Buckman Laboratories Offer To Pay
830.6302 (63-02) Color 46470001
Buckman Laboratories Offer To Pay
8306303 (63-03) Plysical State 464700-01%
% Buckman Laboratories Offer Te Pay
830.6304 (63-04) Odor 464700-01
- " Bucktitan Laboratories Odfer To Pay
830.6313 (63-13) {Accelerated) Stability 464351-04%1
Bl S d :
P ignature L C-
NG oRN_

Colleen M Snyder Product Safety Expert

EPA Form 85?03 5 (9-97) Electronic and Paper versions available. Submit only Paper version.

Apeacy Internat Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Form Approved OMB No, 2070-0060

suggestions for reducing the burden to: Director, OPP information M

Paperwork Reduction Act Notice: The public reporting burden for this collection of information ts estimated to averzge 0.25 hours per response for reglstration activities and 0.25 hours per response for reregistration and
speclai review activities, inciuding time for reading the instructions and completing the netessary forms. Send comments regarding the burden estimate or any other aspect of this collectlon of informatien, Including
nent Division {2137], U,S. Environmental Protection Agency, 401 M Street. S.W,, Washington, 0C 20460. Do not send the form 1o this address,

SUPPORTING DATA MATRIX ON SOURCE MATERIAL

Date: 21 December_, 2011 EPA Reg No./File Symbol 9386- UO iPage 2 0of 3
Applicant's/Registrant’s Name & Address: Kemiira Chemicals Inc, 1000 Parkwood Circle, Atlanta GA 30339 | product- Aquecus Ammeonia Solution
Ingredient: Ingredient: AgUeous Ammonia Solution {5302) TQ SUPPORT END USE PRODUCT FENNOSURF 586
Guldellne Reference Numbey Guldeline Stidy Name MRIBD Number Submltter Status Note
PRODUCT CHEMISTRY-
GROUP B cont.
_qa¥ Buskman Leburatories
830.6317 (63-17) Storage Stability 46435104 Offer To Pay
& Bucknian Leboralories
830.7000 (63-12) pH 464700-0) Offer To Pay
cited | Buckman Laboratories Clier To Pay
8307030 UV/Visible Speetra
A| Bucknian Laboratories Cffer To Pay
£30.7220 (63-6) Boiling point 464700-01
Buekman Laboratories Offer To Pay
830.7360 (63-7) Density / relative density / bulk density 164700-07°
Buckman Laboratorics Ofier To Pay
£30.7370 (63-10) Dissosiation constant in water asaroc-ot®
ited Buckman lLaboralorics Offer To Pay
830.7570 (63-11) Octanol / water partition cozfficient G
cited Buckman Laboratories Offcr To Pay
$30.7860 (63-8) Wuter solbility
¥{ Duckman Laborstories Olfer To Pay
830.7950 (63-9) Vapor pressurs 464700-01
/ iy / é* dyL Sipnat Namg and Title Date
’ 1pnature
9}( ﬁ/\ & Colleen M Snyder Product Safety Expert | 21IDEC-2011

EfA Fonn 8570-35 (9-97) El{ectronic and Paper versiois availablie. Snbmit only Paper version.

Agency Internal Use Copy
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Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 5.W.
WASHINGTON, 0.C, 20460

Paperwork Reduction Act Notlce: The public reporting burden for thls toliection of information is estimated to average 0.2% hours per response for registration activities and 0.25 hours per response for reregistration and
special review activities, InciudIng time Tor reading the instructions and completing the necessary forms. Send comments regarding tha burden estimate or any other aspact of this coilectlon of information, including
suggestions for reducing the burden to: Director, ORP Information Management Division {2137), U.5. Envlronmental Protection Agency, 401 M Straet, $.W,, Washington, DC 20460, Do not send the form to this address.

SUPPORTING DATA MATRIX ON SOURCE MATERIAL

pate: 21 December, 2011 EPA Rog No./File Symbol  9386- VO Page 3 of 3
Applicant's/Registrant’s Name 8 Address:
Kemira Chemicals Inc, 1000 Parkwood Circle, Atlanta GA 30339

Product- Aqueous Ammonia Solution

ingredient: ingredient: Aqueous Ammeonia Solution (5302) TO SUPPORT END USE PRDDUCT FENNOSURF 586

Guldeline Reference Number Guideline Study Name MRID Number Submitter Status Note
TOXICGLOGY
$70.1100 (81-1) Acute Ol Toxicity 464351-08 3 Buckamait Leboratories Offer to Pay
870.1200 (81-2) Acnte Dormal Toxieity 464351-09 Buckman Laboratorics Offer to Pay
§70.1300 (81-3) Acute Inhalation Toxicity 464351-10) Buckinan Laboratories Offer to Pay
§70.2400 {81-4) Aculs Bye Irritation 46435111 Buekman Laboratories Offer to Pay
§70.2500 (81-5) Acule Dermal Irritation 46433112 X Buckman Laboratorics Gifer to Pay
870.2600 (81-6) Skin Sensitization 464351-13 K Bucknian Laboralories | Offerto Pay

8501075 Acute Exposure Aguatic {Blee Gill) 464351-05+ Buckman Laboratories Offer to Pay
8501073 Acute Exposurc Aquatic (Rainbow Trout) 464351-06 ¥ Buckman Lalioratories Offer to Pay
850.1010 Acute Exposure Aguatic (Daplinia Magna) 464351-07 A 445420, Buekman Laboratories Offer 1o Pay
250.2100 Acute Oral Avian (bird) 464405-014] J#5~ 433 Buckman Laboratories Offer to Pay
Mammalian Enviromuental Fate & Fute 464581-015 Buckman Laboratories Offer o Pay
y . Narae and Tille Date
C@C@u\ 4% gpuq C&/\- S | colleen M Snyder Produet Safety Expert | 21DEC-2011
EPA Forut £370-35 (9-97) Elcctronic and Papcr versions available. Subrsit only Paper version, Agency Internal Use Copy
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Study Query Results » Page 1 of 1

Summary Information For
Study 46440501

MRID: 46440501

Citation Reference:  Gallagher, S.; Beavers, J. (2004) BSN 1215: An Acute Orat Toxicity Study with the
Northern Bobwhite. Project Number: 210/122. Unpubtished study prepared by Wildiife
International, Ltd. 34 p.

86-5 Status: Pass (25-Aug-2010}
Author: Gallagher, S.
Beavers, J.
Content Category; Compiete primary report -- experimentai research
Receipt Date: 07-Jan-2005

Laboratory Project #: 210/122

Accession #:

Products Tested: 1448-UGG ( ~423%)
Status:
DP #:
Ingredients

PC Code| CAS# {ingredient Name
005302 | 7664-41-7 | Ammonia
Totat Rows: 1

Laboratory

Laboratory # Laboratory Name
1448 BUCKMAN LABORATORIES INC.

959498 Wiidlife International, Ltd.

Total Rows: 2

EPA Home | OPE-Home | Search | Help

Lasi updated on December 22, 2008, Version 1.10
hips:/fprism.epa.gov/ple/prism10p

https://prism.epa.gov:8080/pls/prism 10p/OPP Study Result.ST detail 1242@?011



Study Query Results

MRID:

Citation Reference:

86-5 Status:

Author:

Content Category:
Receipt Date:
Laboratory Project #:
Accession #:
Products Tested:
Status:

DP #;

Summary Information For
Study 48690401

48690401

Page 1 of 1

Wo, C. {2011} Fennosurf 586: Physical and Chemical Characteristics: pH, Viscosity,
and Density/Relative Density. Project Number: 32513, P801. Unpubiished study
prepared by Eurofins/Product Safety Laboratories, 14p.

Wo, C.

Compilete primary report — experimental research

058-Dec-2011
32513, P801
8386-U0
394455
Ingredients
PC Code} CAS# ingredient Name
005601 { 7783-20-2 | Ammonium sulfate

Totat Rows: 1

Laboratory

Laboratory #

{_aboratory Name

KEMIRA CHEMICALS, INC.

Eurofins/Product Safety Laboratories

Total Rows; 2

ERA Home | OPP-Home | Search | Help

Last updated on December 22, 2009, Version 1.10
hitps:frprism.epa.gov/pls/orismilp

hitps://prism.epa.gov:8080/pls/prism10p/OPP_Study Result.ST_detail

12{@82011



Registration Query Resulls

Study Information For
Product Registration - Section 3

1448-432
MRID Citation Rf)cai’é’t
Buckman Laboratories, Inc. (2004) Submission of Product Chemistry and Toxicity Data in 23-
46435100 | Support of the Application for Registration of BCMW and Busan 1215. Transmittal of 12 Dec-
Studies. 2004
J] ,
46435102 Watson, C. (2004) Product Chemistry for Busan 1215 Product Identity, Composition and %)330“
Analysis, Unpublished study prepared by Buckman Laboratories, Inc. 13 p. 2004
;
46435104 | WO C. (2004) Accelerated Storage Stability Stdy: Busan 1215. Project Number: 15281, PS02. 2
Unpublished study prepared by Product Safety Labs. 16 p. 004
J Palmer, S.; Kendall, T.; Krueger, H. (2004) Aqueous Ammonia Solution: A 96-Hour Flow- 73.
46435105 Through Acute Toxicity Test with the Bluegill (Lepomis macrochirus): Final Report: (Busan Dec-
1215). Project Number: 210A/103B. Unpublished study prepared by Wildlife International, Ltd. 2004
38 p.
f Palmer, S.; Kendall, T.; Krueger, H. (2004) Aqueous Ammonia Solution: A 96-Hour Flow- 2.
46435106 Through Acute Toxicity Test with the Rainbow Trout {Oncorhynchus mykiss): Final Report: Dec-
(Busan 1215). Project Number: 210A/104. Unpublished study prepared by Wildlife 2004
International, Ltd. 39 p.
j Palmer, S.; Kendall, T.; Krueger, H. (2004) Aqueous Ammonia Solution: A 48-Hour Flow- 23.
16435107 Through Acute Toxicity Test with the Cladoceran {(Daphnia magna): Final Report: (Busan Dec-
1215). Project Number: 210A/102. Unpublished study prepared by Wildlife International, Ltd. 2004
39 p.
q . e . . 23-
46435108 Merkel, D. (2004) Acute Oral Toxicity Up and Down Procedure in Rats: Busan 1215, Project Dec-
Number: P320/UDP, 15282. Unpublished study prepared by Product Safety Labs. 15 p. 2004
w v . . : 23-
46435109 Merkel, D. (2004) Acute Dermal Toxicity Study in Rats - Limit Test: Busan 1215. Project Dec-
Number: P322, 15283. Unpublished study prepared by Product Safety Labs. 15 p. 2004
J] - . . . 23-
46435110 Merkel, D. (2004) Acute 1rnhalation Toxicity Study in Rats - Limit Test: Busan 1215, Project Dece
7 | Number: 15284, P330. Unpublished study prepared by Product Safety Labs. 22 p. 2004
v v 23-
46435111 Merkel, D. (2004) Primary Eye Irritation Study in Rabbits: Busan 1215. Project Number: P324, Dec-
15285. Unpublished study prepared by Product Safety Labs. 15 p. 2004
464351 1; Merkel, D. (2004) Primary Skin Irritation Study in Rabbits: Busan 1215. Project Number: P326, %)33’0“
15286. Unpublished study prepared by Product Safety Labs. 15 p. 2004
¥ Merkel, (2004) Dermal Sensitization Study in Guinea Pigs (Buehler Method): Busan 1215. | 22"
46435113 o ! © {Dec-

Project Number: 15287, P328. Unpublished study prepared by Product Safety Labs. 23 p.

https:/fprism.epa.gov:8080/ . rism10p/opp ri_result. RI_Study?id=474308&ri_num=1448-4328&p_order1=1 asc&p_order2=&p_format=prinl] 12/19/2011 4:34:11 PM]
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Regislration Query

Resulls £ ; '

Aqueous Ammonia Solution in Freshwater. Project Number: 210C/101,

2004
/ istry: limi lysis, Analytical Method, | 2o
46435114 Watson, C. (2004} Product Chem:§try. Manufacture, Preliminary Analysis, na ytical Method, Dec.
Certified Limits: BCMW. Unpublished study prepared by Buckman Laboratories, Inc. 44 p. 2004
16458000 Buckman Laboratories, Inc. (2005) Submission of Product Chemistry Data in Support of the 31-Jan-
Application for Registration of BCMW. Transmittal of 1 Study. 2005
Kendall, T.; Nixon, W. (2005) Analytical Method Verification for the Determination of 31-Jan-

46458001 2005
210/070804/MV/FW/100P/206. Unpublished study prepared by Wildlife Internationa th
Buckman Laboratories, Inc. (2003) Submission of Toxicity, Exposure and Risk Data in Support | 31-Jan-
of the Applications for Registration of BCMW and Busan 1215. Transmittal of 1 Study. 2005
Watson, C. (2005) Mammalian Toxicology and Environmental Fate and Effects Data: 31-Jan-
BCMW/Busan 1215: Supplemental Repo ublished study prepared by Buckman

. 2005

Laboratories, Inc. 832 p.
Buckman Laboratories, Inc. (2004} Submission of Product Chemistry Data in Support of the 14-Feb-
Application for Registrations of BCMW and BUSAN 1215. Transmittal of 2 Studies. 2005
Watson, C. (2004) Product Chemistry for BCMW: Physical/ Chemical Properties. Unpublished } 14-Feb-
study prepared by Buckman Laboratories Inc. 16 p. 2003
Watson, C. (2004) Product Chemistry for BUSAN 1215: Physical/ Chemical P ies, 14-Feb-
Unpublished study prepared by Buckman Laboratories Inc. 16 p_ % 2005

[

47413100 Buckman Laboratories International, Inc. (2008) Submission of Product Chemistry Data in )2\4}_
Support of the Amended Registration of BCMW, Transmittal of 2 Studies. 2(?08
Watson, C.; Proulx, G.; Zou, S. (2008} Revised Product Chemistry: Manufacture, Preliminary 24-

47411101 | Analysis, Analytical Method, Certified Limits: W. Unpublished study prepared by Apr-
Buckman Laboratories, Inc. 90 p. : 2008

_ Watson, C.; Proulx, G.; Zou, S. (2008) Product Chemistry for BCMW From the Revised 24-

47411102 | Manufacturing Process Physical / Chemical Properties. Unpublished study prepared by Apt-
Buckman Laboratories Inc. 14 p, [ -] ﬂ 2008

Total Rows: 23

hitps:{/prism.epa.gov:8080/...rism | Op/opp_ri_result.RI_Siudy?id=474308&ri_nuin=1448-432&p_orderl=1 asc&p order2=&p format=print|12/19/2011 4:34:11 PM]
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PRIA 2 — 21 Day Content Screen Review Worksheet

(EPA/OPP Use Only)
3/23/09
21 Day Screen Start Date: L~22-~//
Experts In-Processing Signature: P _Harrumgrow  Date__2-~2% “//  Fee Paid: Yes_\_/
Division management contacted on issues  No Yes Date

EPA Reg. Number: 9 386 -~ U O EPA Receipt Date: Z -2 7 ~ | (

1 Application Form (EPA Form 8570-1)(link to form) signed & complete
including package type X
Confidential Statement of Formula all boxes completed, form signed, and >(
5 dated (EPA Form 8570-4) (Link to form)
a) All inerts (link to hitp://www.epa.gov/opprd001/inerts/), yes no £ /:/:”/ - .
including fragrances, approved for the proposed uses (see | . - .
Footnote A) X - o
3 Certification with Respect to Citation of Data (EPA Form 8570-34) (Link to
form) completed and signed (N/A if 100% repack) >{
Certificate and data matrix consistent
If applicant is relying on data that are compensable, is the offer Yes | no
to pay statement included. (see Footnote B)
If applicable, is there a letter of Authorization for exclusive use oidy.
Formulator’s Exemption Statement (EPA Form 8570-27) (Link to form)
4 | completed and signed (N/A if source is unregistered or applicant owns the X
technical)
Data Matrix (EPA Form 8570-35) (Link to form) both internal and external
copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A if 100% X
repack)
g yes | no
a) Selective Method (Fee category experts use) 7\'\
b) Cite-All (Fee category experts use)
c) Applicant owns all data (Fee category experts use)
§ Copies of Label (link to http:/www.epa.gov/oppfeadl/labeling/lrm/)
6 | (Electronic labels on CD are encouraged and guidance is available)( link to ><
http://www.epa.gov/pesticides/reguiating/registering/submissions/index.htm#iabeis
)
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Is the data package consistent with PR Notice 86-5 (link to PRN 86-5)

P

Notice of Filing (link to

hitp://www.epa.gov/pesticides/regulating/tolerance petitions.htm) included
with petitions (link to
http://www.epa.gov/pesticides/regulating/tolerances.htm)

If applicable for conventional applications, reduced risk rationale (link to
http://www.epa.gov/opprd001/workplan/reducedrisk . html)

<[

10

Required Data (link to
http://www.epa.gov/pesticides/regulating/data_requirements.htm) and/or
data waivers. See Footnote C,

ay List study (or studies) not included with application
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* N/A ~ Not Applicable \k Y-

Footnotes

A. During the 21 day initial content review, all CSFs will be reviewed to determine
whether all inerts listed, including fragrances, are approved for the proposed uses. If an
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for
example, removing the inert, substituting it with an approved inert, submitting
documentation that EPA approved the inert for the proposed pesticidal uses, correcting
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3)
withdraw the application. Removing or substituting an inert ingredient will require a new
CSF and may require submission of data. All information, forms, data and
documentation resolving the inert issue must have been received by the Agency or the

application withdrawn within the 21 day period, otherwise, the Agency will reject the

application as described below.

To successfully complete this aspect of the 21 day initial content screen, applicants are
strongly encouraged to verify that all inert ingredients have been approved for the
application’s uses even if a product is currently registered by consulting the inert Web

3
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site [link to http://www.epa.gov/opprd001/inerts/lists.html] and if the inert is not
approved, to obtain the necessary inert approval prior to submitting an application
to register a pesticide product containing that inert ingredient. Some inert
ingredients are no longer approved for food uses or certain types of uses. The name
and/or CAS number on a CSF must match the name and CAS number on this web site.
Simple typographical errors in the name or CAS number have resulted in processing
delays.

If an inert is not listed on the inert ingredient web site and the applicant believes that the
inert has been approved, the applicant should contact the Inert Ingredient Assessment
Branch (IIAB) at inertsbranch@epa.gov and resolve the issue. Copies of the
correspondence with IIAB resolving the issue should accompany the application. All
new inerts except PIP inerts are reviewed by ITAB. The 11AB should also be contacted
for any questions on what supporting data needs to be submitted for and the Agency’s
nert review process. Questions on PIP inerts should be directed to the Chief of
Microbial Pesticides Branch [Link to
hitp://www.epa,.govioppbppd1/biopesticides/contacts bppd.hun].

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information [link to http://www.epa.gov/opprd00 l/inerts/tips.pdf] must also be inchided
to enable the Agency to determine if it has been approved. Each component of an inert
mixture (including a fragrance) must be identified. In some cases, the supplier of the
mixture or fragrance may need to provide this information to the Agency. Prior to the
Agency’s receipt of an application, applicants must arrange witli a proprietary mixture or
fragrance supplier to provide the component information to the Agency or promptly upon
EPA’s request. If the inert ingredients in a proprietary blend (including fragrances)
cannot or are not identified or provided within the 21-day content review period, the
Agency will reject the application.

During the 21 day content review, applicants should submit information to the individual
identified by the Agency when the applicant is informed of an unapproved inert.

Unapproved Inerts Identified on CSFs

All applications except conventional new products and PIPs

Once an unapproved inert is identified on a CSF, the Agency will contact the
applicant with the following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved mert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If this option is selected and implemented, the Agency may

request an extension in the PRIA decision review timeframe to accommodate
the inert review/approval process;

4
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of these options is selected and implemented by the applicant within the
21 day content review period, the Agency will reject the application and retain
25% of the full fee of the category identified.

Conventional New Product Applications

When the Registration Division identifies an unapproved inert on a CSF with an
application for a new product that the applicant has not identified as requiring an
inert approval (R311, R312 or R313), it will contact the applicant with the
following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert, including any required petition to establish or amend a
tolerance or exemption from a tolerance. (This option may change the PRIA
category for the application, which could require a longer decision review
time and a larger fee. If additional fees are due, they must be received by the
Agency within the 21 day content review period.)

3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21-day
content-review period, the Agency will reject the application and retain 25% of
the appropriate fee for the new product-inert approval category.

PIP Applications

When the Biopesticide and Pollution Prevention Division identifies an
unapproved inert on a PIP CSF and a request to approve the inert does not
accompany the application, it will contact the applicant with the following
options:

I. Correct the application by, for instance, correcting the spelling or name of the
inert to that in 40 CFR 174, or providing documentation that the inert has been
approved; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If an inert ingredient tolerance exemption petition is
required, the petition must be received by the Agency and the B903 fee paid
within the 21 day period. If this option is selected and implemented, the
Agency will discuss harmonizing the timeframe for both actions.

5
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If uone of the above options is selected and implemented during the 21 day
content review period, the Agency will reject the application and retain 25% of

the fee.

B. A policy on documentation of offers to pay is still being developed, however, for a
me-too or fast track (similar/identical) new product, R300 or A530, an application
without the necessary authorizations of offers to pay will be placed into either R301 or
AS531. The Agency recommends that authorizations of offers to pay be submitted with
other PRIA applications to avoid delays in the Agency’s decision.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers

prior to submitting their application to the Agency. Documentation of such discussions
should be submitted with the study waiver.
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S0 ST, UNITED STATES ENVIRONMENTAL PROTEC|1ON AGENCY
§ n "{% WASHINGTON, D.C, 20460
: \WZ ¢

%L moﬁ,ﬁ

February 28, 2011
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

PLEASE RETURN A COPY OF THIS LETTER WITH PAYMENT
Or Pay On-Line at www.Pay.Gov (See Below for Details)

OPP Decision Number: D-445675

EPA File Symbol or Registration Number: 9386-UQO
Product Name: FENNOSURF 586

EPA Receipt Date: 22-Feb-2011

EPA Company Number: 9386

Company Name: KEMIRA CHEMICALS, INC.

DALE A. BAUER

KEMIRA CHEMICALS, INC.
1950 VAUGHN ROAD
KENNESAW, GA 30144-

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee
Dear Registrant:

The Office of Pesticide Programs has received your application for registration. If you
submitted data with this application, the results of the PRN-86-5 screen will be communicated
separately. During the administrative screen, the Office of Pesticide Programs has determined
that this Action is subject to a Pesticide Registration Service Fee as defined in the Pesticide
Registration Improvement Act.

The Action has been identified as Action Code: A532

UNREGISTERED SOURCE OF ACTIVE INGREDIENT;NEW PRODUCT;CITE-ALL DATA
CITATION EXCEPT FOR PRODUCT CHEMISTRY;IDENTICAL OR SUBSTANTIALLY
SIMILAR IN COMPOSITION AND USE TO A REGISTERED PRODUCT;PRODUCT
CHEMISTRY DATA SUBMITTED;REGISTERED ACTIVE INGREDIENT;

Please remit payment in the amount of: $2,977 (34,631 fee minus $1,654 previously paid) to:

By USPS:
USEPA Washington Finance Center
Pesticide Registration Service Fee
PO Box 979074
St. Louis, MO 63197-9000
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A PRIA decision time review period will not start until a fee waiver is granted and/or the
Agency receives certification that the outstanding fee has been paid. If the Agency does not
receive certification of payment for this action or a fee waiver request within the next 14 days,
the Agency will presume that you no longer want to pursue this action. The Agency will then
reject your application and issue an invoice for any applicable outstanding fees.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-6427.

Sincerely,

W v
Front End Processing Staff
Information Technology & Resources Management Division
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Product Safety
February 17, 2011 . ¢

Document Processing Desk (REGFEE) ST
Mr. Marshall Swindell Product Manager #33 -
Office of Pesticide Programs (7504P) :
Room S-4900 One Potomac Yard-South Building el
2777 South Crystal Drive
Arlington VA 22202-4501

Re: Me-Toe New Product Registration (PRIA-AS531) Fennosurf 586 (EPA REG. # 9368- )

Dear Mr. Swindell:

Attached to this letter are the required application documents for this End-Use product registration.
Included are:

= One (1) Copy: Application for Reregistration EPA Form 8570-1

Two (2) Copies: Confidential Statement of Formula

Five (8) Copies: Draft Product Label

One (1) Copy: Confidential Statement of Formula (Basic Formulation)}
One (1) Copy: Data Matrix (Product Specific)

One (1} Copy: Citation with Respect to Data

Product Chemistry Group A & B with Confidential Appendix

It is the intention of the Antimicrobial End-Use (Me-Too) application to use the Selective-Cite All
method of data citation. Fennosurf 586 is substantially similar to Buckman Laboratories Busan 1215
(EPA Reg.# 1448-433). A Data Matrix has been included. It is also the intention of this application
to rely on the breath of data in the public domain regarding the use of ammonia and agueous
ammonia products in the municipal, drinking and swimming pool water arenas. Ammonium sulfate
and aqueous ammonia solutions are well documented for risk assessments by EPA, FDA and
ATSDR, to name a few. EPA has stated, “the chemistry of ammonia in water (i.e, aqueous ammonia)
has been extensively studied and well understood.” The Agency has placed ammonium sulfate on the
Inerts 4B List of no or minimal concern due to this knowledge of ammonia based chemistries.

KEMIRA CHEMICALS, INC.

1950 Vaughan Road
Kennesaw, GA 30144

TELEPHONE
678-819-4566 dd

TOLL FREE
800-347-1542

FAX
678-819-4625

emait
Cotleen.Snyder@Kemira.com
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hte-Too New Product Regisiratlon
{PRIA-AS31)

Fennosurf 584 (EPA REG. # 9368-_ )
Cover Lie 0211772011

EPA has concluded there to be no ecotoxicity concerns with these products and Kemira’s Fennosurf
586 meets these exposure risk decisions with a “closed feed” system.

Please let me know if you need additional information.

Best regards,

(ol Lo M Bregden

Enclosure

KEMIRA CHEMICALS, INC,

1950 Vaughan Road TELEPHONE
Kennesaw, GA 30144 678-819-4566 dd

TOLL FREE
800-347-1542

FAX
678-819-4625

emai
Colleen. Snyder@Kemira.com

210

Juswieal) |enuaplyuod 0} pafilue ag Aew uonew.ojul Jusipalbul uau|,

,Juswieal) |enuaplyuod 0} pajiius aq Aew uonewlojul ssesoid Buunjoeinuep,



483892-00

i

== Product Safety

dx,February 17,2011

Document Processing Desk (REGFEE)

Mr, Marshall Swindell Product Manager #33
Office of Pesticide Programs (7504P)

Room S-4900 One Potomac Yard-South Building
2777 South Crystal Drive

Arlington VA 22202-4501

Re: Me-Teo New Product Registration (PRIA-AS31) Fennosurf 586 (EPA REG. #9368-_ )

v  Dear Mr. Swindell:
|
D,‘ Attached to this letter are the required application documents for this End-Use product registration.
\%‘ Included are:
pe
~
&{; = Omne (1) Copy: Application for Reregistration EPA Form 8570-1
< g * Two (2) Copies: Confidential Statement of Formula
V3 = Five (5) Copies: Draft Product Label
X % » One (1) Copy: Confidential Statement of Formula (Basic Formulation)
§ 3 = One (1) Copy: Data Matrix (Product Specific)
g = One (1) Copy: Citation with Respect to Data
s » Product Chemistry Group A & B with Confidential Appendix
2
L\Q- It is the intention of the Antimicrobial End-Use (Me-Too) application to use the Selective-Cite All
T method of data citation. Fennosurf 586 is substantially similar to Buckman Laboratories Busan 1215

(EPA Reg.# 1448-433). A Data Mafrix has been included. Itis also the intention of this application
to rely on the breath of datfa in the public domain regarding the use of ammonia and aqueous
ammonia products in the municipal, drinking and swimming pool water arenas. Ammonium sulfate
and aqueous ammonia solutions are well documented for risk assessments by EPA, FDA and
ATSDR, to name a few. EPA has stated, “the chemistry of ammonia in water (i.e, aqueous ammonia)
has been extensively studied and well understood.” The Agency has placed ammonium sulfate on the
Inerts 4B List of no or minimal concemn due to this knowledge of ammonia based chemistries.

KEMIRA CHEMICALS, INC.

1950 Vaughan Road TELEPHONE TOLL FREE FAX emajl
Kennesaw, GA 30144 678-819-4566 dd 800-347-1542 678-819-4625 Colleen, Snyder@Kemira.com
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Me-Too New Product Registration
[PRIA-AS31)

Fermosurf $86 (EPA REG. # 9368 )
Cover Liv 0241772011

EPA has concluded there to be no ecotoxicity concermns with these products and Kemira’s Fennosurf
586 meets these exposure risk decisions with a “closed feed” system.

Please let me know if you need additional information,
Best regards,
Colleen M Snyder

Enclosure

LJuauileal) |enuspiuod 0} pajliue aq Aew uonewlojul ssaoold bulinjoeinuen,

KEMIRA CHEMICALS, INC.

1950 Vaughan Road TELEFHONE TOLL FREE FAX . : améi!
Kennesaw, GA 30144 678-819-4588 dd 800-347-1542 678-819-4625 Cul!een.Snydn:ér‘@Kemira.com
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TRANSMITTAL PAGE

Submitter: Kemira Chemicals, Inc.
1950 Vaughn Road
Kennesaw, GA 30144

Regulatory Action: Fennosurf 586
{EPA File Symbol No. 9386-XX)

Me-Too New Product Registration (PRIA-AS31)

Transmittal date: February 17, 2011

List of submitted studies:

¢  Volume I. Administrative Materials {Cover letter, Forms, Labels, Waivers)
MRID#

»  Volume JI. Product Chemistry Group A Public

MRID# 48398201

e  Volume II. Product Chemistry Group A CONFIDENTIAL ATTACHMENT

MRID#

»  Volume ]I Product Chemistry Group B Public

MRID# 48399202

Company Official: Colleen M Snvder Mﬂ.&é‘“_ﬁﬁé&/\
(Signature) - |

Company Name: Kemira Chemicals Inc

Company contact: Colleen M Snyder 678-819-4566
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FENNOSUREF 586 package

Mr, Marshall Swindell Product Manager #33
Office of Pesticide Programs

US Environmental Protection Agency
Antimicrobial Division (7504P)

1200 Pennsylvania Avenue NW
Washington DC 20460

Courier:

Document Processing Desk (REGFEE)

Mr, Marshall Swindell Product Manager #33
Office of Pesticide Programs (7504P)

Room §-4900 One Potomac Yard-South Building
2777 South Crystal Drive

Arlington VA 22202-4501

Package to include:

Vol I

» Transmittal Page
v Cover Letter
» One (1) Copy: Application for Registration EPA Form 8570-1
» Two (2) copies: Confidential Statement of Formula
*» One (1) Copy: Confidential Statement of Formula for an alternate formulation
* One (1) Copy: Data Matrix-End Use Product Specific
* One (1) Copy: Citation with Respect to Data
o Data Submitters List
= Five (5) copies: Draft Product Label
Vol II Product Chemistry Group A Non-Confidential

Vol Il Product Chemistry Group A Confidential Appendix
Vol II Product Chemistry Group B
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TRANSMITTAL PAGE < Ve T

Submitter: Kemira Chemicals, Inc. fes o
1950 Vaughn Road
Kennesaw, GA 30144

Repulatory Action: Fennosurf 586
(EPA File Symbol No. 9386-XX)
Me-Too New Product Registration (PRIA-A531)

Transmittal date: February 17, 2011

List of submitted studies;

o Volume . Administrative Materials {Cover letter, Forms, Labels, Waivers)

MRID#

¢  Volume II. Product Chemistry Group A Public

MRID#

»  Volume II. Product Chemistry Group A CONFIDENTIAL ATTACHMENT

MRID#

¢  Volume II Product Chemistry Group B Public

MRID#
Company Official: Colleen M Snyder a@t l,f AN P\;{HSI'\M Cl!d?/\.
{Signature) {
Company Name: Kemira Chemicals Inc
Company contact: Colleen M Snyder 678-819-4566
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Plegse read instructions on reverse side before completing form, Form Approved. OMB No. 2076-0060. Approval expires 05-31-98

OPP dentifier Number
P United States X Registration
Q"’EPA Environmental Protection Agenc ] Amendment
Washington, DC 20460 [:l Other:
Application for Pesticide ~ Section 1
1. Company/Product Number ‘2. EPA Product Manager 3. Proposed Classification
9386-XX Swindell
& Company/Product (Name) P None ] Restricted
Fennosurf 586 33
5. Name And Addtess Of Applicant {fnclude ZiP Code} 8. Expedited Review. In accordance with FIFRA Section 3{c){3)
{b)(i}, my product is similar or ddentical in composition and labaling

Kemira Chemicals, Inc.

to:
11{1 iﬂn‘ezz':ihé f gg{li " EPAReg No.__ 1448-433
] Chock i this fs 2 new address Product Name ___ Busan 1215
Section Il
D Amendment - Explain below. Ei #inal Printed labels in response to

Agency letter dated
X “Me Too” Application,

Ei Other - Explain Below.

[:i Resubmission in rezponse to Agency lefter dated

[T] Notification — Explain below.,

Explanation: Use additional page(s) if necessary. (For section | and Section I} To change the source(s) of active ingredients for this product,

PRIA assessment: Category AS31; Fee: $1,654; Decision Time: 4 months. Email: Colleen.Snyder@Kemira.com

PER AGENCY INSTRUCTION: 20DEC2011-CORRECTION TO APPLICATION FORN DATED

17FEB2011 -#4, CONTAINER SIZE

Section Il

1. Materal This Product Will Be Packaged In:
Child Resistant Packaging | Unit Packaging Water Soluble Packaging 2. Type of Container

(7 Yes* 7 ves 1 ves [ weta
* Certification must § if-ves” No. per It “Yes” No. per M Glass
be submitfed Unit Packagingwgt.  Container | Unit Packaging wgt.  Container Paper

1 otner (specify)
3. Location of Net Contents Information 4, Size(S) Retail Container 5. tion of Label Diractions
; . . On Label
Labet [j Container 275 gal, IBC (Tote Bin) On Labeling accompanying product
6. Manner in Which Label iz Affixed to Product Lithographed
Pager glued Ei Other
Stenciled
Section IV
1. Contact Point {Complete items directly below for identification of individual to be confacted, if necessary, {0 process this appiication.}
Name Titie Telephone Ne. (include Area Code)
Colleen M Suyder Product Safety Expert-Biocides 678-819-4566

el 8. Date Application

Certlﬁc.itx_on ‘ Roceirsd
I cartify that the statements | have made on this form and all atfachments thereto are true, sccurate and (Stamped)

complete. | acknowledge that any knowingly false or mislkeading slatement may be punishable by fine or
imprizonment or both under applicable law.

2. Signat s . 3. Title
2 [ (/&)‘ M ;;]i C{L/\ Product Safety Expert-Biocides

4. Typed Name 5, Date
Colleen M Snyder DECEMBER 20, 2011
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